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I BACKGROUND

Product Description {(as packaged, as applied): Towelette
Submission type: New Product

Currently registered efficacy claim{s): None

Requested action(s): Disinfectant {bactericidal, virucidal, fungicidal, tuberculocidal, sporicidal}
ready to use towelette product for hard, non-porous surfaces at a 1-minute disinfectant contact
time and 5-minute sporicidal contact time with a 5% organic soit load present {100% duck serum
for Duck Hepatitis 8 virus and 500-uL final test suspension for disinfectants with sporicidal
activity), addition of emerging viral pathogen claims.

Documents considered in this review:

» Letter from applicant to EPA dated March 20, 2018

» Data Matrix (EPA Form 8570-35)

« 23 efficacy studies (MRID 50828802- 50828820, 50667306, 50667310, 50667311,
50667312)

« Proposed label dated 03/15/2019

¢ Confidential Statement of Formuila (EPA Form 8670-4) dated 03/20/2019.

e Emerging Viral Pathogen Claim letter dated March 20, 2019

] PROPOSED DIRECTIONS FOR USE

“DISINFECTING DIRECTIONS]

TO [CLEAN] [AND] [,] DISINFECT [AND DEODORIZE] HARD, NONPOROUS SURFACES: If
present, use a wipe to remove [gross filth] [and] [or] [heavy] [soil loads] prior to disinfecting.
Unfold [a] [clean] wipe and thoroughly wet surface. Allow surface to remain wet for contact
time(s) listed on the labe!l [OR for one (1) minute[s] [OR for (60) seconds]). [Use [additional]
[enough] wipe(s) [if needed,] to ensure [continuous] [wet contact time(s) listed on the label] [one
(1) minute[s] [(80) seconds] wet contact time.]] [Repeated use of the product may be required to
ensure that the surface remains wet [for contact time(s) listed on the label] [OR for one (1)
minute[s) [OR for (60) seconds).] Let air dry. A potable water rinse is required for food contact
surfaces. [When TB is included on the label, add the following:] A precleaning step is required to
kil Mycobacterium bovis BCG (TB). These directions aiso apply to Mycobacterium bovis BCG
(TB) at 69.8°F (21°C). [if label includes cleaning claims for grease, soap scum, gnme, dirt, _
messes, soil, add the following as the first sentence: A precleaning step is required for {[grease],
[soap scum], [grime], {dirt], [messes], [soil].]"
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19. [ MRID

50828820 | Study Completion Date: | 02/25/19

Study Objective

Disinfectant- mold/mildewcidal

Testing Lab; Lab Study ID

Microbac, 735-333

Test organism(s)
R1020304+

Candida albicans (ATCC 10231)

Test Method

Testing Pre-Saturated or Impregnated Towelettes for Hard
Surface Disinfection Additional Organism Candida albicans

Application Method

Towelette

Test Name/ID Project Flash Wipes
Substance 7 e PDI-032-067A, PDI-032-068A
Preparation O1®203
Preparation | Tested concentration: Nominal
Dilution: RTU
Diluent: N/A
Soll load 5% fetal bovine serum (heat inactivated)

Carrier type, # per lot

Glass slides, 10

Test conditions Contacttime | 1minutes |Temp [21°C [RH [29%
Neutralizer Fluid Thioglycollate Medium

Reviewer comments

(i.e. protocol deviations and

amendments.)

20. | MRID 50667306 | Study Completion Date: | 04/26/2017
Study Objective Disinfectant

Testing Lab; Lab Study 1D

Microbiotest, 735-198

Test organism(s)
1020304+

Carbapenem-Resistant Kiebsiella pneumoniae, ATCC
BAA-1705

Test Method

Testing Pre-Saturated or Impregnated Towelettes for Hard
Surface Disinfection

Application Method Towelette
Test Name/lD Project Flash Wipes
g:':stf:t?:n Lots PDI-0061-LO-938-146-A, PDI-0061-LO-938-146-B
pa O1R203
Preparation | Tested concentration; LCL
Dilution: RTU
Diluent: N/A
Soil load 5% fetal bovine serum

Carrier type, # per lot

Glass microscope slides, 10

Test conditions

Contacttime | 1 minutes | Temp | 20°C [ RH [ 30-32%

Neutralizer

Fluid Thioglycollate Medium (FTM)

Reviewer comments
(i.e. protocol deviations and
amehdments.)
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Batch PDI- | BatchPDI- | Average CFU/Carrier
0061-LO- 0061-LO-
938-146-A 938-146-B
50667306 Carbapenem- 0/10 0/10 8.6 x 10¢
Resistant
Klebsiella
pneumoniae,
ATCC BAA-1705
Disinfection — Virucidal Efficacy
MRID Organism | Description Results Dried Virus
Control (Logqo
PDI-0032- | PDI-0032- | PDI-D032-
0022-A | 0023-A | 0024-A TClDgo/carrier)
1-minute contact lime, 5% soif load, RTU fowelette
50828810 | Adenovirus | 102 dilution Cytotoxicity | Cytotoxicity | Cytotoxicity | 5.11
Type 5, 10310 107 Complete | Complete | Complete
Strain; dilution inactivation | inactivation | inactivation
Adenoid Log <1.80 <1.80 <180
75, ATCC | TCIDso/carrier
VR-5 Log Reduction | 23.31 =23.31 =3.31
Disinfection — Virucidal Efficacy
MRID Organism Description | Results Dried Virus
Control (Logsw
POI052. T POLOSZ: | 1Cipycarrien
1-minute contact time, 5% soil foad, RTU towelefte
50828811 | Rhinovirus Type 10-2 dilution Cytotoxicity | Cytotoxicity | 5.80
1A, Strain 2060 104 to 107 Complete | Complete
(ATCC VR-1559) | dilution inactivation | inactivation
LOgm <2.80 =2.80
TClDso/carrier
Log 23.00 23.00
Reduction
50828812 | Human Rotavirus, | 10 dilution Cytotoxicity [ Cytotoxicity | 6.80
Strain: WA, ATCC | 104 to 107 Complete | Complete
VR-2018 dilution inactivation | inactivation
Log1o <2.80 =2.80
TCIDsp/carrier
Log 24.00 24.00
Reduction
50828813 | Herpes Simplex 102 dilution Cytotoxicity | Cytotoxicity | 5.80
Virus Type 2, 10 to 1077 Complete Complete
Strain: G, ATCC | dilution inactivation | inactivation
VR-734 LOgm <1.80 <1.80
TCIDso/carrier
Log 24.00 24.00
Reduction
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50828814 | Influenza A Virus | 107 dilution Cytotoxicity | Cytotoxicity | 6.05
(H3N2), Strain: 10+ to 107 Complete | Complete
A/Hong dilution inactivation | inactivation
Kong/8/68 Loge £2.80 £2.80
TCIDsplcarrier
Log 23.25 23.25
Reduction
50828815 | Respiratory 10-2 dilution Cytotoxicity | Cytotoxicity | 5.30
Syncytial Virus, 103 to 107 Complete | Complete
Strain: Long, dilution inactivation | inactivation
ATCC VR-26 Logis <1.80 =1.80
TClDsefcarrier
Log 23.50 23.50
Reduction
50828817 | Duck Hepatitis 8 102 dilution Cytotoxicity | Cytotoxicity | 4.94
Virus, Strain; 102 to 107 Complete Complete
Grimaud dilution inactivation | inactivation
Logio £1.80 £1.80
TC1Dsofcarrier
Log 23.14 23.14
Reduction
50828818 | Human 10-2 dilution Cytotoxicity | Cytotoxicity | 7.10
Immunodeficiency | 104 to 107 Complete Complete
Virus Type 1, dilution inactivation | inactivation
Strain; IIB Logqs £4 .10 =4.10
TC1Dso/carrier
Log 23.00 23.00
Reduction
PDI-0032- | PDI-0032-
0022-A 0023-A
50828816 | Feline calicivirus, | 107 dilution Cytotoxicity | Cytotoxicity | 6.30
strain; F9, ATCC [ 10*to 107 Complete | Complete
VR-782 dilution inactivation | inactivation
Logio =2.80 <2.80
TC1Dsefcarrier
Log 23.50 23.50
Reduction
PDI-0061- | PDi-0061-
LO-1003- LO-1003-
150-A 151-A
50667310 | Bovine Viral 102to 107 Complete | Complete 5.57
Diarrhea Virus, dilution inactivation | inactivation
strain: NADL Logs <0.80 <0.80
TClDso/carrier
Log 24.77 24,77
Reduction
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v STUDY CONCLUSIONS

MRID

Claim

Surface
Type

Application
Method(s)
and Dilution

Contact
Time

Soil
load

Diluent

Organism(s)

Data support
tested
conditions?

50828802

50828803

50828804

50828805

50828806

50828807

50828808

50828809

Disinfectant,
bactericidal

Hard,
non-
porous
surfaces

RTU
Towelette

1 minute

5%

N/A

e Staphylococcus
aureus (ATCC
6538)

s Pseudomonas
aeruginosa (ATCC
15442)

» Salmonella enterica
(ATCC 10708)

s Multi-Drug
Resistant (MCR)
Acinetobacter
baumannii (ATCC
19606)

¢ Extended spectrum
p-lactamase (ESBL)
Escherichia coli
(ATCC BAA-196)

» Methicillin-Resistant
Staphylococcus
aureus (MRSA)
{ATCC 33592)

» NDM-1-Positive
Enterobacter
cloacae [CDC strain
1000654) (ATCC
BAA-2468)

« Vancomycin
Resistant
Enterococcus

Yes
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50667306

faecalis (ATCC
51575)

» Carbapenem-
Resistant Klebsiella
pneumcniae, ATCC
BAA-1705

50828810

50828811

50828812

50828813

50828814

50828815

50828816

50828817

Disinfectant,
virucidal

Hard,
non-
porous
surfaces

RTU
Towelette

1-minute

5%

N/A

» Adenovirus Type 5,
strain: Adenocid 75
(ATCC VR-B)

+ Rhinovirus Type
1A, Strain; 2060
(ATCC VR-1559)

» Human Rotavirus,
Strain: WA (ATCC
VR-2018)

+ Herpes Simplex
Virus Type 2,
Strain: G (ATCC
VR-734)

+ Influenza A Virus
{H3N2), Strain:
A/Hong Kong/8/68

s Respiratory
Syncytial Virus,
Strain: Long (ATCC
VR-26)

* Feline calicivirus,
Strain: F9 (ATCC
VR-782) as a
surrogate for
Norovirus

» Duck Hepatitis 8
Virus, Strain:
Grimaud as a
surrogate for

Yes
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Human Hepatitis 8

50828818 Virus
» Human
Immunodeficiency
Virus Type 1,
Strain: 111B
50667310 * Bovine Viral
Diarrhea Virus,
strain: NADL,
50828819 | Disinfectant, | Hard, RTU 1 minute 5% N/A » Mycobacterium Yes
tuberculocid | non- Towelette hovis (ATCC
al porous 35743)
surfaces
50828820 | Disinfectant, | Hard, RTU 1 minute 5% N/A » Candida albicans Yes
fungicidal non- Towelette (ATCC 10231)
porous » Trichophyton
50667311 surfaces mentagrophyles
{(ATCC 9533)
50667312 | Disinfectant, | Hard, RTU 5 minutes | 5% N/A » Clostridium difficile | Yes
Sporicidal non- Towelette (a toxigenic strain -
porous tcdA-, tcdB+)
surfaces (ATCC 43598)
Emerging Hard, RTU 1 minute 5% N/A » Enveloped virus Yes
Viral non- Toweiette » Large, non-
Pathogen porous enveloped virus
surfaces » Small non-

enveloped virus
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LABEL COMMENTS

Label Date: March 15, 2019

1.

The proposed label claims that the product, Project Flash Wipes, EPA Reg. No. 8480-RA,
is an effective disinfectant against the following on hard, non-porous surfaces in the
presence of 5% organic soil for a 1-minute contact time:

Staphylococceus aureus (ATCC 6538)

Pssudomonas aeruginosa (ATCC 15442)

Salmonella enterica (ATCC 10708)

Multi-Drug Resistant (MDR) Acinefobacter baurnannii (ATCC 19608)

Extended spectrum p-lactamase (ESBL) Escherichia coli (ATCC BAA-196)
Methicillin-Resistant Staphylococcus aureus (MRSA) (ATCC 33592)
NDM-1-Positive Enterobacter cloacae [CDC strain 1000654] (ATCC BAA-2468)
Vancomycin Resistant Enterococcus faecalis (ATCC 51575)
Carbapenem-Resistant Klebsiella pneumoniae, ATCC BAA-1705

These claims are acceptable as they are supported by the submitted data.

The proposed label claims that the product, Project Flash Wipes, EPA Reg. No. 8480-RA,
is an effective virucidal disinfectant against the following on hard, non-porous surfaces in
the presence of 5% organic soil for a 1-minute contact time:

Adenovirus Type 5, strain: Adencid 75 (ATCC VR-5)

Rhinovirus Type 1A, Strain: 2060 (ATCC VR-1559)

Human Rotavirus, Strain; WA (ATCC VR-2018)

Herpes Simplex Virus Type 2, Strain; G (ATCC VR-734)

Influenza A Virus (H3NZ2), Strain: A/Hong Kong/8/68

Respiratory Syncytial Virus, Strain: Long (ATCC VR-26)

Feline calicivirus, Strain; F9 (ATCC VR-782) as a surrogate for Norovirus

Duck Hepatitis 8 Virus, Strain; Grimaud as a surrogate for Human Hepatitis 8 Virus
Human Immunodeficiency Virus Type 1, Strain: 1lIB

Bovine Viral Diarrhea Virus, strain: NADL,

These claims are acceptable as they are supported by the submitted data.

The proposed label claims that the product, Project Flash Wipes, EPA Reg. No. 9480-RA,
is an effective tuberculocidal disinfectant against the following on hard, non-porous
surfaces in the presence of 5% organic soil for a 1-minute contact time:

Mycobacterium bovis (ATCC 35743)

These claims are acceptable as they are supported by the submitted data.
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4. The proposed label claims that the product, Project Flash Wipes, EPA Reg. No. 9480-RA,
is an effective fungicidal disinfectant against the following on hard, non-porous surfaces
in the presence of 5% organic soil for a 1-minute contact time:

Candida albicans (ATCC 10231)
Trichophyton mentagrophytes (ATCC 9533)

These claims are acceptable as they are supported by the submitted data.

5. The proposed label claims that the product, Project Flash Wipes, EPA Reg. No. 9480-RA,
is an effective disinfectant with sporicidal activity against the following on hard, non-porous
surfaces in the presence of 5% organic soil for a 5-minute contact time:

Clostridium difficile (a toxigenic strain - tcdA-, tcdB+) (ATCC 43598)
These claims are acceptable as they are supported by the submitted data.
6. The proposed label claims that the product, Project Flash Wipes, qualifies for the

following emerging viral pathogens claims as described in the letter from the applicant to
EPA dated date: March 20, 2019

For an emerging viral pathogen ...follow the directions for use for the

that is a/an. .. following organisms on the label:

Enveloped virus One of the following:
Adenovirus Type 5, Strain Adenoid 75 (ATCC
VR-5)

Rotavirus, Strain WA (ATCC VR-2018)
Rhinovirus Type 1A, Strain 2060 (ATCC VR-
1559)

Feline Calicivirus, Strain F-9 (ATCC VR-782)
Large, non-enveloped virus One of the following:

Rhinovirus Type 1A, Strain 2060 (ATCC VR-
1559)

Feline Calicivirus, Strain F-8 (ATCC VR-782)
Small, non-enveloped virus Two of the following:

Rhinovirus Type 1A, Strain 2060 (ATCC VR-
1559)

Feline Calicivirus, Strain F-8 (ATCC VR-782)

These claims are acceptable as they are supported by the submitted data. Please
remove the qualifier "one of the following” and “two of the following” as all the tested
viruses have the same contact time.
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7. Make the following changes to the proposed labei:
a. On page 4 of the proposed label,

Revise direction to *....remove [gross filth] [and] [or] [heavy] {soil loads]...." to
“....remove visible soil loads...."

remove the term “decontaminate” as per the 810.2100 test guidance this claim
is reserved for products that are tested and proven efficacious against B.
anthracis.

b. On page 6 of the proposed label,

ensure that all use sites/surfaces in the table are use sites or surfaces. For
example, “Surgery” is neither a use site or surface. Revise to “surfaces in
surgical center” or "Surgery Center”. Similarly, revise “radiology”, “physical
therapy”, "respiratory therapy”, “anesthesia”, “X-ray”’, "Orthopedics”.

c. On page 10 of the proposed label,

vi.

vii.

viil.

remove the claim [ESKAPE bacteria], as not all the ESKAPE pathogens have
been tested against product. Testing was conducted against Enierococcus
faecalis and not Enterococcus faecium.

remove the term “common” from claim “kills common household germs”, as
this statement may be false or misleading to the user.

[T "o

Remove “eradicate”, “protect”, “guard”, “eliminate”, “nosocomial’, “hospital
borne” and “hospital acquired” as they |mply protection from disease. Please
see chapter 12 of the agency Label Review Manual:
hitps://www .epa.gov/sites/production/files/2018-04/documents/Irm-complete-
mar-2018.pdf

» oo

Remove “risk of from the claim “Can help reduce the risk of cross
contamination on treated surfaces”

Remove "daily defense against germs [or pathogens]” as it implies protection
from disease.

Revise “Sporicidal” to “Disinfectant with sporicidal activity” to be consistent with
terminology in the 810.2100 guideline.

Remove “completely inactivates [viruses]". The log reduction achieved may be
claimed (e.g. 99.9%) however claims for complete inactivation are not
acceptable.

Revise the claim "Demonstrates 99.99% reduction of [bacteria] [insert
bacteria]” to “Demonstrates 99.9% reduction of [bacteria] [insert bacteria]”. The
test method used to support disinfection claims is not a quantitative method.
Log reduction claims are limited to 99.9%.
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ix. Remove ‘“eliminates” from the claim “[Destroys][Deactivates][Helps]
[Eliminates][Clostridium difficile...”. Alternatively the claim may be revised to
“eliminates 99.9999%"

d. On page 11 of the proposed label,
i. remove the term “fast” as this claim is reserved for products with contact times
of 30 seconds or less.
i. Revise “Sporicidal” to “Disinfectant with sporicidal activity” to be consistent with
terminology in the 810.2100 guideline.

e. On page 12 of the proposed label, remove

i. “Respiratory ilinesses attributable to Pandemic 2009 H1N1 are caused by
influenza A virus. This product is a broad-spectrum hard surface disinfectant
that has been shown to be effective against (influenza A virus tested and listed
on the label) and is expected to inactivate all influenza A viruses including
Pandemic 2009 H1N1 (formerly called swine flu}' and “This product has
demonstrated effectiveness against (influenza A virus tested and listed on the
label) and is expected to inactivate all influenza A viruses including Pandemic
2009 H1N1 (formerly called swine flu).” This guidance has been superseded
by the Emerging Viral Pathogen guidance.

i. Remove the claim "Reduces exposure to microorganisms from treated
surfaces” as it implies protection from disease. An acceptable alternative is
“Reduces cross contamination on treated hard nonporous surfaces”.

iii. Remove the claim "Reduces risk of infections”

iv. Revise the claim “This product controls the spread of germs on most hard,
nonporous surfaces” to “This product reduces the spread of germs on most
treated hard, nonporous surfaces”

v. Remove “eliminates” from the claim "[Wipes out] [kills] [Eliminates] {list
organisms] in [just] [1 minutes] or [5 minutes’.

f. On page 13 of the proposed label, remove the claim “Appropriate [perfect or great or
ideal] for terminal ¢leaning”, as this may be false or misleading to the user.

g. On page 16 of the proposed label, remove the claim “Helps prevent cross
contamination on hard, nonporous treated surfaces.” Claims for prevention are not
acceptable.

h. On page 17, revise "Sporicidal” to Disinfectant with sporicidal activity” to be consistent
with terminology in the 810.2100 guideline.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

{-‘,EPA mmanaee Office of Pesticide Programs

MEMORANDUM

9/25/2019

SUBJECT: Product Chemistry Review for Project Flash Wipes EPA Reg. No. 9480-RA;
DP 452031

FROM: Sergey Alekseyev, Chemist Registrant: Professional Disposables
Product Science Branch, CTT International, Inc.
4 &' - ) ;/’ -_’ r H N .
) % E&fy@u 3 3{\- . f’_ % F. Action code: (540) New Product; Non-

Fast Track; FIFRA Sec. 2(MM) Uses
9/25/19
Agency Due Date: 08/25/2019
THROUGH: Karen Hicks, Team Leader
Product Science Branch Submission No. 1032956
Antimicrobials Division (7510P)

E-Sub No.:
TO: Zeno Bain/Jake McFarley
PM Team 33 Formulation: EUP
Regulatory Management Branch |
Antimicrobials Division (7510P) Pesticide classification: bactericide,

virucide, cleaner

MRID(s): 502825-01, 502825-02, 503566-01, and 506673-02

PC CAS No. Name % by wt.
Code
000595  7722-84-1 Hydrogen peroxide 4.04
Other ingredients 95.96

THIS REVIEW CONTAINS FIFRA CBI
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I. BACKGROUND

The Registrant, Professional Disposables International, Inc., has submitted a pesticide
registration for their product Project Flash Wipes, EPA Reg. No. 9480-RA,

II. RELEVANT DOCUMENTS

RECEIVED | N/A
EPA FORM 8570-1 — Application for Pesticide (Registration) = O
EPA FORM 8570-34 — Certification with Respect to Citation of Data O X
EPA FORM 8570-27 —~ Formulator’s Exemption Statement O R
EPA FORM 8570-35 — Data Matrix, dated 03/20/2019 X (]
Cover letter, dated 03/20/2019 ] O
Transmittal document K O
Basic and alternate # 1 CSFs, dated 03/20/2019 =X O
Label O X
Certification for Pilot Fragrance Notification Program, dated %4} O
02/14/2017
a O
REFERENCED: CSF —
Comments: None,
I11. FINDINGS
a. Product Formulation:
TGAI MUP EUP Food use Non-food
use
Non-integrated O X
& = 0 R
Integrated 0 a a

THIS REVIEW CONTAINS FIFRA CBI
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*Inert ingredient information may be entitled to confidential treatment*

IV. Additional Findings

1.

The basic and alternate # 1 CSFs, dated 03/20/2019, are acceptable. All ingredients have
been cleared for use in pesticide formulations. The certified limits for the active
ingredient disagree with 40 CFR §158-350. They have been justified with the product
stability.

MRID Nos. 502825-01, 502825-02, 503566-01, and 506673-02 contain data pertinent to
all Group A and B studies exempting Oxidation/Reduction: Chemical Incompatibility,
Storage Stability, and Corrosion Characteristics studies (Guidelines 830.6314, 830.6317,
and 830.6320, respectively). Said studies are in progress.

pH and Density studies have been carried out on the liquid product Project Flash Spray,
reg. no. 9480-14, composition of which is the same as impregnating component of the
subject product.

The fragrance ||| inc!uded into the altenate # 1 CSF, has been
certified for OPP Pilot Fragrance Notification program, see a letter from ] dated
02/14/2017.

The towel fabric description has been included into the CSFs (see column 10) without
data pertinent to their amount and certified limits. it cannot be regarded as an inert
ingredient.

V. Conclusion

The registrant will satisfy the product chemistry requirements for the registration of EPA Reg.
No. 9480-RA after submission of Oxidation/Reduction: Chemical Incompatibility (Guideline
830.6314), see Additional Finding 2. Storage Stability, and Corrosion Characteristics study
{Guidelines 830.6314, 830.6317, and 830.6320, respectively) should be accomplished within 1

year.

THIS REVIEW CONTAINS FIFRA CBI
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V1. Table A:

Series 830 guidelines — Group A

OCSPP# Name Status MRID
830.1550 | Product Identity & Composition Y 502825-01
830.1600 | Description of materials Y 502825-01
830.1620 { Description of production process N/A
830.1650 | Description of formulation process Y 502825-01
830.1670 | Discussion of formation of impurities Y 502825-01
830.1700 | Preliminary analysis N/A
830.1750 | Certified limits Y 502825-01
830.1800 | Enforcement analytical method Y 502825-01
830.1900 | Submittal of samples N/A

THIS REVIEW CONTAINS FIFRA CBI
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VIL Table B: Series 830 guidelines — Group B

OCSPP# Name Study Findings/Comment Status MRID
830.6302 Color Colorless Y 502825-02
830.6303 Physical state Solid Y 502825-02
830.6304 Odor Mild vinegar-like odor Y 502825-02
830.6313 Stability to normal & The product is not TGAL N/A

elevated temperatures,
metals & metal ions
830.6314 Oxidation/Reduction: In progress [ 502825-02
Chemical Incompatibility
830.6315 Flammability No flash (<98.5 °F) Y 502825-02
830.6316 Explodability The product does not contain w 502825-01
explosive components.
830.6317 Storage stability [n progress i 502823-02
830.6319 Miscibility The product will not be w 502825-01
diluted with petroleum
solvents.
830.6320 Corrosion characteristics | In progress [ S502825-02
830.6321 Dielectric breakdown The product is not intended to w 502825-02
voltage be used around electrical
equipment.
830.7000 pH 3.71 at 25 °C Y 502825-02
830.7050 UV/Visible absorption Not required for MUP or EP N/A
830.7100 Viscosity The product is solid. i
830.7200 | Meiting point Not required for MUP or EP N/A
830.7220 | Boiling point Not required for MUP or EP N/A
830.7300 Density/relative 1.032 (8.60 Ibs/gal) at 22 °C Y 502825-02
830.7370 [ Dissociation constants in | Not required for MUP or EP N/A
830.7520 Particle size Not required for MUP or EP N/A
830.7550/ | Partition coefficient Not required for MUP or EP N/A
830.7840/ | Water solubility Not required for MUP or EP N/A
830.7950 Vapor pressure Not required for MUP or EP N/A

Explanations: Y = Requirement fulfilled; N = Requirement not fulfilled; N/A = Not applicable;

G = Data gap; U = Upgradeable; | = Incomplete or in progress; W = Waived

THIS REVIEW CONTAINS FIFRA CBI
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*Inert ingredient information may be entitled to confidential treatment*

Note to PM: 1. The inert mixture contains a component with CAS No.
Typo error is presumed.

THIS REVIEW CONTAINS FIFRA CBI
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. UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, DC 20460

ANCHIANS
o
¥ agene

%)

A\l

4, pgoﬁd
OFFICE OF CHEMICAL SAFETY
AMD PCLLUTION PREVENTION

September 24,2019

Jean Claude Marcelin

Sr. Manager Regulatory Affairs

Professional Disposables International, Inc (PDI}
400 Chestnut Ridge Road

Woodcliff Lake, NJ 07677

Subject: PRIA Regulatory Determination
Product Name: Project Flash Wipes
EPA File Symbol: 9480-RA
Application Date: 03/20/2019
Decision Number: 549617

Dear Mr. Marcelin:

The Agency has completed its review of your application and has previously communicated to
you on September 10, 2019 our pre-decisional determination that identified specific label
changes that were necessary in order for the Agency to approve your application. At this time,
those label issues have not yet been resolved and you have not agreed to an extension to the
PRIA Decision Due Date. In accordance with Section 33(b)(3) of the Federal Insecticide,
Fungicide and Rodenticide Act (FIFRA) as amended by the Pesticide Registration Improvement
Extension Act of 2012, your application was assigned a decision review time. The Agency has
reviewed the application and has determined that the pesticide “Project Flash Wipes”™ does not
meet the criteria for registration under either FIFRA sec. 3(c)(5) or {7) without the specified label
changes. This determination marks the end of the PRIA decision review period. Again, EPA is
attaching to this letter a marked-up copy of your label that identifies changes that must be made
as well as the risk assessments that support the need for these label changes.

At this time, you have three options:

{a) Agree to all of the terms associated with the draft accepted label as revised by the Agency
and request that it be issued as the accepted final Agency-stamped label; or

(b) Do not agree to one or more of the terms of the draft accepted label as revised by the
Agency and request additional time to resolve the difference(s); or

(c) Withdraw the application without prejudice for subsequent resubmission, but forfeit the
associated registration service fee.

If you inform EPA that you have concems as described under (b) above, you have up to 30
calendar days from the date of this letter to reach agreement with the Agency on the final version
of the label that the Agency will accept. If an agreement cannot be reached within those 30 days,
EPA intends to proceed with denial of the application.
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Page 2 of 2
EPA File Symbol 9480-RA
Decision No. 549617

If you agree to all of the terms of the accepted label as described in (a} above, or if you and EPA
resolve any differences as described in (b), you must submit a revised label to EPA. EPA will
then provide you a stamped accepted final label within two (2) business days of receipt of your

revised label.

If you have any questions. please contact Jake McFarley by phone at (703) 347-0123, or via
email at McFarley.Jakefi.epa.gov.

Sincerely,

Zeno Bain, Product Manager 33
Regulatory Management Branch I
Antimicrobials Division (7510P)

Office of Pesticide Programs

Enclosed: Annotated Label
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OFFICE OF CHEMICAL SAFETY
AMD POLLUTION PREVENTION

September 10, 2019

Jean Claude Marcelin

Sr. Manager Regulatory Affairs

Professional Disposables Intemational, Inc (PDI)
400 Chestnut Ridge Road

Woodcliff Lake, NJ 07677

Subject: Pre-Decisional Determination
Product Name: Project Flash Wipes
EPA File Symbol: 9480-RA
Application Date: 03/20/2019
Decision Number: 549617

Dear Mr. Marcelin:

The Agency has completed its review and assessment of your application pursuant to Section
33(b)(3) of the Federal Insecticide, Fungicide and Rodenticide Act (FIFRA) as amended by the
Pesticide Registration Improvement Extension Act of 2012. The Agency has made a pre-
decisional determination that your application cannot be approved unless revisions are made to
the label. The necessary label changes are specified on the attached label.

Since there is limited time before the PRIA Decision Due Date expires, it is important to discuss
any objections you have to these changes immediately and whether you will need to submit
additional data for review. If these discussions determine that submitting data will be necessary,
the PRIA decision due date may need to be renegotiated to allow sufficient time to address and
resolve such differences. If the PRIA Decision Due Date is not renegotiated, and the label issues
are not resolved before the PRIA Decision Due Date, the Agency will send a follow-up letter that
will represent the Agency’s decision to close out the PRIA decision review time. The follow-up
letter will provide the following three options for continuing the review of the application:

{a) Applicant agrees to all of the terms associated with the draft accepted label as revised by
the Agency and requests that it be issued as the accepted final Agency-stamped label; or

(b) Applicant does not agree to one or more of the terms of the draft accepted label as revised
by the Agency and requests additional time to resolve the difference(s); or

(c) Applicant withdraws the application without prejudice for subsequent resubmission, but
forfeits the associated registration service fee.

If the applicant informs EPA that it has concemns as described under (b) above, the applicant will
have up to 30 calendar days from the date of that follow-up letter to reach agreement with the
Agency on the final version of the label that the Agency will accept. If an agreement cannot be
reached within those 30 days, EPA would intend to proceed with denial of the application.
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Page 2 of 2
EPA File Symbol 9480-RA
Decision No. 549617

If the applicant agrees to all of the terms of the accepted label as described in (a) above, or if the

applicant and EPA resolve any differences as described in {b), the applicant must submit a
revised label to EPA. EPA will then provide an accepted final Agency stamped label to the
applicant within 2 business days following the applicant’s written electronic confirmation of
agreement to the Agency including the revised label to be stamped.

If you have any questions, you may contact Jake McFarley at (703) 347-0123 or via email at
McFarley.Jake@epa.gov.

Sincerely.

o

Zeno Bain, Product Manager 33
Regulatory Management Branch |
Antimicrobials Division (7510P)

Office of Pesticide Programs

Attachments: Annotated Label
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PROJECT FLASH WIPES

Alternate brand names:

Sani-Diff [™] [*] GERMICIDAL DISPOSABLE WIPE Sani-HyPeroxide [™] [°] GERMICIDAL DISPOSABLE
Sani-Cloth® Diff [™] [*] GERMICIDAL DISPOSABLE WIPE
WIPE Sani-Cloth® HyPeroxide [™] [*] GERMICIDAL
Sani-Diff HP [™] [*] GERMICIDAL DISPOSABLE WIPE DISPOSABLE WIPE
Sani-Cloth® Diff HP [™] [*] GERMICIDAL DISPOSABLE Sani-Diffex [™] [*] GERMICIDAL DISPOSABLE WIPE
WIPE Sani-Cloth® Diffex [™] [*] GERMICIDAL DISPOSABLE
Sani-HyPerCide [™] [*] GERMICIDAL DISPOSABLE WIPE
WIPE Sani-DiffX [™] [*] GERMICIDAL DISPOSABLE WIPE
Sani-Cloth® HyPerCide [™] [*] GERMICIDAL $ani-Cloth® DiffX [™] [*] GERMICIDAL DISPOSABLE
DISPOSABLE WIPE WIPE

ACTIVE INGREDIENTS:

HYArogen Pertoxitde. .. ..o et e snans e enn e B 04T
OTHER INGREDIENTS ... .ot ettt ettt ettt ettt ettt et ee et easee e et ee e b e e e et e eeeeraea s 95.96%
TOTAL 100.00%

[Does not include the weight of the [cloth] [towelette] [or] jwipe])

KEEP OUT OF REACH OF CHILDREN
CAUTION

See [back][outer] [carton] [side] [container{s]] [inside] [panel] for additional precautionary statements
[CONTAINS:] [or Net Contents] [and/or Net Wi.] oz. (g) [or Ibs. (kg)]
{# OF CLOTHS] [Premoistened] [Wet] WIPES [SIZE of each cioth]

EPA Reg. No.. 9480-

EPA Est. No. : 9480-NY-1

or

EPA Est. No. A=9480-NY-1, B=72956-AR-1 [or others]

Alpha character will precede batch code on product [OR Beginning of batch code indicates Est No.)

[Manufactured by {or for]]:
Professional Disposables Intemational, Inc. (PDI}
400 Chestnut Ridge Road, Woodcliff Lake, NJ 07677 [USA]
[For information call:] [phone number fo be inserted]
[Made in [USA] [of] [with] [domestic and {foreign] [imported] materials] [insert countryl]

THE INFORMATION IN BOX IS NOT PART OF THE LABELING

1] - Statements in brackets are optional or instructional ltalicized words in brackets are not included

A footnote can be used to ist organisms. Bacteria and wirus can be separated into footnotes 1 and 2 f desired

When arganisms are listed next to a clasm, the organisms may be listed in a footnate instead of directly next to the clam

+All pesticidal "garm” claims must be hinked to bactena (minimum- Salmonella and Staph) and atieast ane wirus. For example: Front panel "Kils germs*” Back panel: “*Kills
Salmonella entenca, Staphylococcus aureus, Herpes Simplex Type 2 and Influenza A/Hong Kong®

Sequence and placement of phrases ts optional unless specified in 40 CFR 158 10

Capitalization, plurals or singular, bold and italics are all variable unless specified in 40 CFR

The terms "Wipe(s) "Towel(s)". “Towelette(s)” and "Cloth{s) can be used Interchangeably throughout except for the product primary brand name which can be only changed
by notification or amendment

The word “and” and symbol "&" can be used interchangeabiy

All directions may be written in numbered form or in paragraph form

March 15, 2018

Page 1 of 19
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Summary of Comments on 9480-RA-20190910
Predecisional Letter.pdf

Page: 4

1 Number: 1 Author. jmcfarle  Subject: Highlight Date: 9/6/2019 1:47.57 PM -04'00

“Please change to
‘Avoid contact with eyes, skin, or clothing’

T Number: 2 Author: jmcfarle  Subject: Highlight Date: 9/6/2019 1:45:13 PM -04'00"

" Piease change to toilet,
T Number: 3 Author: jmcfarle  Subject: Highlight Date: 9/6/20159 1:53:22 PM -04°00°

Please add under the 'if in eyes".

“If on skin or clothing:

Take off contaminated clothing. Rinse skin immediately with plenty of water for 15-20 minutes. Call a poison control center or doctor for
treatment advice."

T Number: 4 Author: jmcfarle  Subject: Highlight  Date: 9/6/2019 1:52:10 PM -04'00°
‘Please move this paragraph under the “if in eyes, if in skin or clothing. "

T Number: 5 Author: jmcfarle  Subject: Highlight Date: 9/6/2019 1:51:22 PM -D4'00
Piease change:
if in eyes:

Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove contact lenses, if present, after the first 5 minutes, then
continue rinsing eye. Call a poison control center or doctor for treatment advice.
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[SOLO® PAK] [Portable Pack] [Soft Pack][Flow Packj[Eco-Pak]:
Open package lid. Completely remove inner seal. Pull out wipe [at an angle] [towards you through orifice or opening).
[{The next wipe pops up automaticaily.)] Snap lid closed after use to retain moisture.

F=) \
KEEP SOLO®LID CLOSED WHEN NOT IN USE
SOLOP® is a registered trademark of Nice-Pak Products, Inc.

REFILL [PACKET] [or PACKAGE] [or POUCH]{or CANISTER][or BUCKET][or PAIL][or DISPENSER]:

This refill package is made for use only in a [product name) container [or canister or bucket or pail or dispenser], do not
use this product in a container [or canister or bucket or pail or dispenser] for another product. Do not use the refill wipes in
a container [or canister] [or bucket] [or paillfor dispenser] that is cracked or broken. Discard the cracked or broken
container [or canister] [or bucket] {or pailj[or dispenser] in accordance with the container [or canister][or bucket]ior pail][or
dispenser] disposal instructions on the label.

[Option 1}

Remove [entire] lid from container [or canister or bucket or pail or dispenser]. Tear open refill packet [or package]

[or pouch] at notch [or mark] [or arrow] and place [wipe] roil in empty container [or canister or bucket or pail or dispenser].
Follow information on container [or canister or bucket or pail or dispenser] to dispense wipes.

[Option 2}

Remove [entire] lid from container [or canister or bucket or pail or dispenser]. Tear open refill packet [or package]

[or pouch] at noteh [or mark] [or arrow]. Place [entire] refill packet [or package] [or pouch)] of wipes in empty container
[or canister or bucket or pail or dispenser]. Follow information on container [or canister or bucket or pail or dispenser] to
dispense wipes.

CONTAINER [or CANISTER or BUCKET or PAIL or DISPENSER] [numbers oplional]

Remove [the] lid [from] [the] [pail or bucket or container or canister or dispenser].

[Press] open [the] [dispenser at center of [the] lid].

Open [the] refill [packet] [package] [pouch] then place in [pail or bucket or container or canister or dispenser).
Locate [the] first wipe at [the] center of [the] roll.

Feed [the] first wipe though [the] dispensing orifice.

Reapply [the] lid [to] [the] [pail or bucket or container or canister or dispenser.]

Dispense [the] wipe.

OR THE REFILL[S] [PACKET] [PACKAGE] [POUCH] for CANISTER][or BUCKET]{or PAIL]Jfor DISPENSER]:
Remove [the] lid from [the] [pait or bucket or container or canister or dispenser.]

Remove [the] empty refill [packet] [package] [pouch] material from [the] [pail or bucket or container or canister or
dispenser.]

[Press] open [the] dispenser at center of [the] lid.

Open [the] refill {packet] [package] [pouch] then place in [pait or bucket or container or canister or dispenser).
Locate {the] first wipe at [the] center of [thel roll.

Feed [the] first wipe though [the] dispensing orifice.

Reapply [the] lid [to] [the] [pail] [or bucket or container or canister or dispenser].

Rispense [the] wipe.

N= ~NOthkowh-=

WN®; kW

THE INFORMATION N BOX IS NOT PART OF THE LABELING

[ ]- Statements in brackets are ophional gr instruchenal. tahcized wards in brackets are not included

A footnote ¢an be used fo Iist organisms Bacteria and virus can be separated tnio footnotes 1 and 2 if desired.

When organisms are listed next to a claim, the organisms may be listed in a footnote instead of direclly next to the claim

+All pasticidal “germ” claims must be linked o bacteria {(mimmum. Salmonelia and Staph) and at (east one virus, For example Frant panel. “Kills germs* ' Back panel. “*Kills
Salmeneila ententca, Staphylococcus sureus, Herpes Simplex Type 2 and Influenza A/Hong Kong®

Sequence and placement of phrases is optional unless specified in 40 CFR 156 10

Capilalization, plurals or singular, bald and talics are all vanabte uniess specified in 40 CFR

The terms "Wipei(s)'. "Towel{s)", “Towelette(s}" and "Cloth{s} can be used Inerchangeably throughout except for the product pnmary brand name which can be only changed
by notification or amendment

The word “and" and symbol “&” can be ussed interchangeably

All directions may be written in numbared form or in paragraph form

March 15, 2019

Page 3 of 19
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Page: 7

+,Number: 1 Author. jmcfarle  Subject: Highlight Date: 9/9/2019 7:53:22 AM -04'00°

Revise “Sporicidal” to "Disinfectant with sporicidal activity” to be consistent with terminology in the 810.2100 guideline.

¢ Number: 2 Author: jmcfarle  Subject: Highlight Date: 9/9/20159 11:58:12 AM -04'00°
remove brackets and change to visibly wet.
T Number. 3 Author: jmcfarle  Subject: Highlight  Date: 9/9/2019 11:57:39 AM -04'00°

remove brackets. There is only one organism with a contact of 5 minutes. No need for a gualifier.
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Page: 9

T Number: 1 Author: jmcfarte  Subject: Highlight Date: 9/9/2019 12:00:48 PM -04'00'
Must remove, comes intg contact with human mucgus membrane and is classified as semi-critical.
T Number: 2 Author: jmefanie  Subject: Highlight  Date: 9/9/2019 12:01:50 PM -04'00"

Qualify as hard, nonporous
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Page: 11

Subject: Highlight Date: 9/9/2019 12:13:16 PM -04'00°

TINumben 1 Author: jmcfarle
Please Remove

T Number: 2 Author. jmcfarle

Subject: Highlight Date: 9/9/2019 12:13:22 PM -04'00

J
Please Remove

T Number: 3 Author, jmcfarie

Subject: Hightight Date: 9/9/201% 12:13:30 PM -04'00"

~Please Remave
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Must remove. This is misleading to the user.

1 Number: 18 Author: jmefarle  Subject: Highlight  Date; 9/9/2019 7:43:53 AM -04'00°
must Remaove.
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Page: 16

T Number: 1 Author: jmcfarle  Subject: Hightight Date: 9/9/2019 7:54:14 AM -04'00"

Revise *Sporicidal” to “Disinfectant with sporicidal activity” to be consistent with terminology in the 810.2100 guideline.

T Number: 2 Author: jmcfarle  Subject: Highlight Date: 9/9/2019 12:35:59 PM -04'00"

 Please remove.
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Page: 17

T Number: 1 Author: jmcfarle  Subject: Highlight Date: 9/9/2019 12:43:24 PM -04'00'
‘Please remove.

T;Number: 2 Author: jmcfarle  Subject: Highlight Date: 9/9/2019 12:42:36 PM -04'00'
“Please remove,
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Page: 18

T Number: 1 Author: jmcfarle  Subject: Highlight Date: 9/9/2019 8:17:59 AM -04'00°
remove the claim "Helps prevent cross contamination on hard, nonporous treated surfaces.” Claims for prevention are not
acceptable.

T Number: 2 Author: jmefarde  Subject: Highlight  Date: 9/9/2019 8:11:42 AM -04'00°

~change to cross contamination on treated hard nonporous surfaces”.

T Number: 3 Author: jmcfarle  Subject: Highlight  Date: $/9/2019 7:54:27 AM -04'00°

Revise "Sporicidal” to “Disinfectant with sporicidal activity” to be consistent with terminalogy in the 810.2100 guideline.

-+ Number. 4 Author: jmcfarle  Subject: Highlight  Date: 9/9/2019 7:54:48 AM -04'00"

"Must remove, this is a hydrogen peroxide label. This is misleading.

TJNumber. 5 Author: jmefarle  Subject: Highlight  Date: 9/9/2019 7:55:08 AM -04'00°

Revise “Sporicidal” to “Disinfectant with sporicidal activity” to be consistent with terminology in the 810.2100 guideline.
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Page: 19

T Number: 1 Author: imcfarle  Subject: Highlight Date: 9/9/2019 7:55:25 AM -04'00"

Revise "Sparicidal” to “Disinfectant with sporicidal activity” to be consistent with terminology in the 810.2100 guideline.

¥ Number: 2 Author: jmcfarle  Subject: Highlight  Date: 9/9/2019 7:55:38 AM -04'00

Revise "Sporicidal” to “Disinfectant with sporicidal activity” to be consistent with terminology in the 810.2100 guideline.

T Number: 3 Author: imefarle  Subject: Highlight Date: 9/9/2019 7:55:54 AM -04'00"

~ Must remove, this is hydrogen peroxide label.

T Number: 4 Author: imcfarle  Subject: Highlight Date: 9/9/2019 12:44:43 PM -04°00'

“Please remove.

7 Number 5 Author. jmefarle  Subject: Highlight  Date: 9/9/2019 7:56:22 AM -04'00°

remove,. see above.

¥ Number. 6 Author: jmcfarle  Subject: Highlight Date: 9/9/2019 12:44:59 PM -04'00"

~ Please remove.

T Number: 7 Author jmcfarle  Subject: Highlight  Date: 9/9/2019 12:45:10 PM -04'00°

“see above.
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[The following are company logos for use on PD product labels. The purpose of the logo is for easy recognition of
PDI products in the marketplace.)

pDI +

THE INFORMATION I BOX 15 NOT PART OF THE LABELING

[ ] - Statements 1 brackets are optional or instructional, ltalicized words m brackets are notincluded

& footnote can be used to list orgarvsms  Bactena and virus can be separated into foowotes 1 and 2 f desired

When organisms are listed nex ta a ciaim, lhe orgarisms may ba hsted in a fooinote mstead of directy next to the claim

+All pasticidal “germ” claime must be linked o bactenia (mimmum: Salmonella and Slaph’ and at least one wirus Farexample Front panel “Kdis germs*” Back pane! “*Kils
Salmonella entenca, Slaphylococcus aureus, Herpas Simplex Type 2 and Influenza A/Hong Keng

Sequence and placement of phrases is optional unless specified in 40 CFR 156 10

Capitalization, plurals or singular, bold and italics are all variable uniess specified in 40 CFR

The terms "Wipeis) Towel{s]" “Towelette(z)” and "Cloth{s}) can be usad Interchangeably throughout except for the product pnmary brand name which can be only changed
by notification or amendment.

The word "and' and symbol "&" can be used interchangeably

&l directions may be wrtten in numbered farm or in paragragh form

March 15, 2019

Page 19 of 19
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McFarIez. Jake

From: Jean Claude Marcelin <jmarcelin@pdipdi.com>
Sent: Wednesday, September 25, 2019 405 PM

To: McFarley, Jake

Cc: Bain, Zeno

Subject: RE: 9480-RA 30 Regulatory Determination Letter
Thank you lake!

We will be waiting for the Stamped Label hopefully tomorrow. We appreciate your patience and hard work to get this
done for vs.

Have a great evening!

Jean Claude

From: McFarley, Jake <McFarley.lake @epa.gov>

Sent: Wednesday, September 25, 2019 3:55 PM

To: lean Claude Marcelin <jmarcelin@pdipdi.com>

Ce: Bain, Zeno <Bain.Zeno@epa.gov>

Subject: RE: 3480-RA 30 Regulatory Determination Letter

Hello Jean Claude,

Thank you | confirm receipt. This will most likely get stamped tomorrow. | appreciate your patience.
| will message you tomorrow and follow up.

Thank you and have a good afternoon,

Jake

Jake McFarley | Risk Manager | Regulatory Management Branch 1 | Antimicrobials Division
U.S. Environmental Protection Agency, Office of Pesticide Programs
(703)347-0123 | McFarley.Jake @epa.gov

From: Jean Claude Marcelin <jmarcelin@pdipdi.com>
Sent: Wednesday, September 25, 2019 11:24 AM

To: McFarley, Jake <McFarley Jake @epa.gov>

Cc: Bain, Zeno <Bain.Zeno@epa.gov>

Subject: RE: 9480-RA 30 Regulatory Determination Letter

Hi Jake,
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To: Hicks, Karen <Hicks. Karen@epa.gov>; Tao, Jenny <Tao.Jenny@epa.gov>; OPP AD CTT DP
<QPP AD CTT DP@epa.gov>

Cc: Bain, Zeno <Bain.Zeno@epa.gov>

Subject: CTT BEAN REG # (9480-RA) DP (452031) PC

Hello,

Please see the attached bean sheet for PRIA 9480-RA. This was a paper submission. The cover letter, CSFs and other
documents are in the CTT drawer.

Thank you,
Jake

lake McFarley | Risk Manager | Regulatory Management Branch 1 | Antimicrobials Division
U.S. Environmental Protection Agency, Office of Pesticide Programs
{703)347-0123 | McFarley.Jake @epa.gov
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McFarIez. Jake —

From: Bain, Zeno

Sent: Tuesday, September 24, 2019 5:51 PM
To: Jean Claude Marcelin

Ce: McFarley, Jake

Subject: RE: 9480-RA Pre-Decisional Letter
Jean Claude

| have checked your website and see that your disinfectants are all named Sani-XXX. Although sanitization is a lower
level claim, the name is not preferred because there are different standards for disinfectants vs sanitizers {e.g., contact
time) and it can be misleading. | will share this information with the efficacy team to discuss, considering your
precedence of having this brand name. At a minimum, “Sani-Diff” (and any names that refer to Diff) would not be
allowed because there is not a standard for sanitization for C. difficile.

Thank you

Zeno Bain
Product Manager 33

US Environmental Protection Agency
Antimicrobials Division (7510P)
Regulatory Management Branch [
2777 S. Crystal Drive

Arlington, VA 22202

ph. 703.347.8102

From: Jean Claude Marcelin <jmarcelin@pdipdi.com>
Sent: Tuesday, September 24, 2019 5:31 PM

To: Bain, Zeno <Bain.Zeno@epa.gov>

Subject: RE: 9480-RA Pre-Decisional Letter

Bain,

This is our Brand name, every single brand in our products portfolio has Sani. For example: Sani-Cloth Plus, Sani-Cloth
AF3, Super Sani-Cloth so on and so forth.

Regards,

Jean Claude

From: Bain, Zeno <Bain.Zeno{@epa.gov>

Sent: Tuesday, September 24, 2019 5:27 PM

To: Jean Claude Marcelin <jmarcelin@pdipdi.com>
Cc: McFarley, Jake <McFarley.Jake@epa.gov>
Subject: RE: 9480-RA Pre-Decisional Letter

Jean Claude
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Every ABN listed on the label has “Sani-XXX” (e.g., Sani-Diff), which can be reasonably interpreted as the product is a
sanitizer.

Thank you

Zeno Bain
Product Manager 33

US Environmental Protection Agency
Antimicrobials Division (7510P)
Regulatory Management Branch [
2777 S. Crystal Drive

Arlingron, VA 22202

ph. 703.347.8102

From: Jean Claude Marcelin <jmarcelin@pdipdi.com>
Sent: Tuesday, September 24, 2019 5:24 PM

To: Bain, Zeno <Bain.Zeno@epa.gov:>

Cc: McFarley, lake <McFarley. Jake @epa.gov>
Subject: RE: 9480-RA Pre-Decisional Letter

Hi Bain,
Can you please teil me where is the Sanitizer reference in the brand name on the Master Label?
Regards,

Jean Claude

From: Bain, Zeno <Bain.Zenoc@epa.gov>

Sent: Tuesday, September 24, 2019 5:14 PM

To: Jean Claude Marcelin <jmarcelin@pdipdi.com>
Cc: McFarley, lake <McFarley.jake@epa.gov>
Subject: RE: 9480-RA Pre-Decisional Letter

Jean Claude

While | reviewed the label and signed the PD by the deadline, Jake confirmed that we sent the PD to you fate, so |
apologize for that. However, | still do not have sufficient time to review the label today based on the time | received it. |
will point out that the “visibly wet” language has been discussed with you in the past {and we spent a significant amount
of time discussing it in the past among several teams) but you continued to negotiate the revision with Jake until very
close to the deadline. | will sign the 30-day letter for this action now and Jake will send it to you tomorrow, so that we
can complete the fabel — this is not to say that it will take 30 days but to allow a few more days because it cannot be
completed today. | have reviewed most of the label and it appears to be fine but during secondary review (and
discussion with Jake and efficacy), we determined that the alternate brand names at the top of the label are
unacceptable because any reference to being a sanitizer in the brand name is misleading unless the productisa
sanitizer. | am giving you a heads up that Jake will discuss this with you tomorrow via the 30-day letter.

Thank you
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Zeno Bain
Product Manager 33

US Environmental Protection Agency
Antimicrobials Division (7510P)
Regulatory Management Branch [
2777 S. Crystal Drive

Arlington, VA 22202

ph. 703.347.8102

From: Jean Claude Marcelin <jmarcelin@pdipdi.com>
Sent: Tuesday, September 24, 20198 3:17 PM

To: Bain, Zeno <Bain.Zeno@epa.gov>

Cc: McFarley, Jake <McFarley.Jake@epa.gov>
Subject: RE: 9480-RA Pre-Decistonal Letter

Hi Bain,

| understand but we did not get the deficiency letter in a timely matter as well. We were supposed to get the letter two
weeks before PRIA date but we got the letter last week because | emailed Jake asking for an update that's when he told
me he forgot to send the deficiency letter to me. You were copied in all the emails, this is not our fault at all, we just did
not get the deficiency letter on time. | think if a mistake was make from a reviewer, we cannot be penalized for that, we
need some flexibility as well because we have been very flexible.

Thank!

Jean Claude

From: Bain, Zeno <Bain.Zeno@epa.gov>

Sent: Tuesday, September 24, 2019 3:07 PM

To: Jean Claude Marcelin <jmarcelin@pdipdi.com>»
Cc: McFarley, Jake <McFarley.Jake@epa.gov>
Subject: RE: 9480-RA Pre-Decisional Letter

Jean Claude

We are nearing the end of the day and have had several rounds of revision on this label. If we don’t have an acceptable
label by 3:30pm, we will need to compiete a 30-day label review letter to account for this deadline. This gives us less
than two hours to conduct a complete label review. This will allow you the time to make sure you have addressed all of
the cornments and we ¢an do one final review. | would appreciate if we can try to be more efficient in the future by
reducing the number of back and forth (especially at the deadline) and be more comprehensive with each round of
revisions; once you correct one requested edit, we have to complete an entire label review for each version you send us
to make sure no other language has changed on the label before approving.

Thank you

Zeno Bain
Product Manager 33

US Environmental Protcction Agency

Antimicrobials Division {7510P)
Regulatory Management Branch |
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2777 8. Crystal Drive
Arlingron, VA 22202

ph. 703.347.8102

From: McFarley, Jake <McFarley.Jake@epa.gov>
Sent: Tuesday, September 24, 2019 2:50 PM

To: Jean Claude Marcelin <jmarcelin@pdipdi.com>
Cc: Bain, Zeno <Bain.Zeno@epa.gov>

Subject: RE: 9480-RA Pre-Decisional Letter

Hi Jean Claude,

| think you sent over a different version because porous is still in the paragraph at the top of page 10. There should be
no ‘porous’ in the label. It should all be listed as non-porous.

Thank you,
Jake

Jake McFarley | Risk Manager | Regulatory Management Branch 1 | Antimicrobials Division
U.S. Environmental Protection Agency, Office of Pesticide Programs
{703)347-0123 | McFarley.Jake@epa.gov

From: Jean Claude Marcelin <jmarcelin@pdipdi.com>
Sent: Tuesday, September 24, 2019 2:22 PM

To: McFarley, Jake <McFarley.)Jake@epa.gov>

Cc: Bain, Zeno <Bain.Zeno@epa.gov>

Subject: RE: 9480-RA Pre-Decisional Letter

Hi Jake,
Attached are the revised master labels, can you please look at the entire master label and send the final comments?
Thank you!

lean Claude

From: McFarley, Jake <McFarley.Jake @epa. gov>
Sent: Tuesday, September 24, 2019 2:09 PM

To: Jean Claude Marcelin <jmarcelin@pdipdi.com>
Cc: Bain, Zeno <Bain.Zeno@epa.gov>

Subject: RE: 9480-RA Pre-Decisional Letter

Hello Jean Claude,

Please remove the ‘porous’ from the paragraph at the top of page 10. This product has no efficacy claims for porous.
Non-porous use sites only.
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Cc: Bain, Zeno <Bain.Zeno@epa.gov>
Subject: RE: 9480-RA Pre-Decisional Letter

Hello tean Claude,
Thank you for sending over the labels.

e Under formula related clairns, the bleach free clairms must be listed as ‘cleaner does not contain [bleach],
[alcohol], [quat]’. Otherwise this could be misleading to the user when placed next to the other claims on the
label.

s Please note that the table 1 on page 6 still have “May be used on hard, nonporous surfaces” in brackets. Please
remove the brackets, remove staternent, or change to ‘for use on hard, nonporous surfaces in..’

» Table 2 needs to be qualified as hard nonporous.

Thank you,

Jake

From: Jean Claude Marcelin <jmarcelin@pdipdi.com>
Sent: Tuesday, September 24, 2019 10:45 AM

To: McFarley, Jake <McFarley. Jake@epa.gov>

Cc: Bain, Zeno <Bain.Zeno@epa.gov>

Subject: RE: 9480-RA Pre-Decisional Letter

Hi Jake,

Attached are the Master Labels, one clean copy and one highlighted copy with all the revisions we agreed on. Please let
me know if you have any additional concerns or comiments as soon as possible.

Thank you very much for working with us on this registration.

Jean Claude

From: McFarley, Jake <McFarley.Jake@epa.gov>
Sent: Tuesday, Septemnber 24, 2019 9:25 AM

To: Jean Claude Marcelin <jmarcelin@pdipdi.com>
Cc: Bain, Zeno <Bain.Zeno@epa.gov>

Subject: RE: 9480-RA Pre-Decisional Letter

Good Morning Jean Claude,

Since the statement ‘formula’ can be referred to the products pesticidal characteristics this falls under that same
category.

Please let me know if you have any other questions,
Thank you,

Jake
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e Cleans without bleaching

We feel that the Agency should allow us to make the same type of claims on our products otherwise the Agency will put
our Company at a competitive disadvantage when the Agency allowed all our competitors to make a claim and denied
us the same claim. This claim stating the product does not contain a specific type of ingredient is only speaking to the
type of formula.

Please respond as soon as you possibly can to allow us to send the master label to you today in order to get the PRIA
decision tomorrow as scheduled.

Thank you for your prompt feedbacki

Jean Claude Marcelin

From: McFariey, Jake <McFarley.Jake @epa.gov>
Sent: Friday, September 20, 2019 12:38 PM

To: Jean Claude Marcelin <jmarcelin@pdipdi.com>
Cc: Bain, Zeno <Bain.Zeno@epa.gov>

Subject: RE: 9480-RA Pre-Decisional Letter

Hello Jean Claude,

Please see my comments in black below. I understand that there claims on other labels, however please understand that
under normal circumstances that we cannot force a company to update their label. The agency can make a note to file
and the next time that the registrant submits an application for amendment the changes can be addressed.

1. Visibly wet ~Visibly wet is intended for C.difficite directions for use. We do not think this is needed in the non-
C.difficile directions for use. Please refer to other competitor products that do not use visibly wet in their
contact times for non-C.diff directions for use {(EPA Reg. 67619-25, 70627-77). Visibly wet will be present in
directions related to C. diff. | understand that you have discussed this extensively with other Risk Managers and
PMs. The agency policy is that this must remain visibly wet for contact time. Please change these as per the pre-
decisional letter. Please send me the registration numbers of the products that do not and | will make a note to
file for future label changes.

2. Directions for use {general and C.diff sections)

a. We are reguesting the option of stating “for contact time listed on the label” instead of stating the
actual contact time in the directions for use. This option allows us to have on the product labe! a table
listing each microorganism with their contact times. This table will be placed right next to or below the
directions for use an the product lahel. Qur customers have communicated that they find the label
easier to understand when the contact times are listed directly next to each microarganism as oppose
to when it is listed in the directions for use. You must remove the brackets from the Disinfecting
Directions title and the following paragraph. The contact tirme must remain in the directions. The other
use sites betow (ultrasounds transducers, Kills HIV1 etc. } can refer to the table for contact time. There
must be a qualifier for each organism listed that leads to the table.

3. Sporicidal claims

a. PD!wants to use sporicidal since it is a terminology that is commonly used in clinical papers and industry

b. Sporicidal s understood to reflect that the product has a disinfection claim against C. diff, for which the
testing has been provided for this product-- The appropriate term for this product is disinfection with
sporicidal activity, to substantiate a “sporicidal” claim a product must be tested against both Bacilfus
subtifis and Clostridium sporogenes.
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We will be waiting for your respons

From: McFarley, Jake <McFariey.lake @epa.gov>

Sent: Thursday, September 19, 2019 9:05 AM

To: Jean Claude Marcelin <imarcelin@pdipdi.com>

Cc: Bain, Zeno <Bain.Zeno@epa.gov>

Subject: RE: Bullet points of PDI's concerns for Flash Wipe master label

Good Morning Jean Claude,
Thank you for sending this over. 1 confirm receipt. | will be in touch.
Thank you,

Jake

Jake McFarley | Risk Manager | Regulatory Management Branch 1 | Antimicrobials Division
U.S. Environmental Protection Agency, Office of Pesticide Programs
{703)347-0123 | McFarley.Jake@epa.gov

From: Jean Claude Marcelin <jmarcelin@pdipdi.com>

Sent: Thursday, September 19, 2019 9:02 AM

To: McFarley, lake <McFarley Jake @epa.gov>

Cc: Bain, Zeno <Bain.Zeno@epa.gov>

Subject: FW: Bullet points of PDI's concerns for Flash Wipe master label

Good morning Jake,

Thank you so much for taking our call yesterday to go over your comments with us. We know you are very busy, we
greatly appreciate your help. Below is a Mock label showing that we will be listing the contact time on the product iabel.
We also added the bullets we discussed yesterday, please let us know as soon as possible the result of your meeting
with your internal team. Please let me know if you need anything else from us.

Regards,

Jlean Claude
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*Personal privacy information*
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Thank you,

Jake

Jake McFarley | Risk Manager | Regulatory Management Branch 1 | Antimicrobials Division
U.S. Environmental Protection Agency, Office of Pesticide Programs
{703)347-0123 | McFarley Jake@epa.gov

From: Jean Claude Marcelin <jmarcelin@pdipdi.com>
Sent: Wednesday, September 18, 2019 2:20 PM

To: McFarley, Jake <McFariey.Jake@epa.gov>

Cc: Bain, Zeno <Bain.Zeno@epa.gov>

Subject: RE: 9480-RA Pre-Decisional Letter

Hi Jake,

Thank you for your repiy! | will make the changes and give you a call on the ones we stili feel that are questionable or
not very clear to us. | would like to give you a call at 3:30pm would that work for you? Please let me know as soon as you
can because we would like to resolve the deficiencies as soon as possibte.

Thank you for your continuous help on this registration.

Jean Claude

From: McFarley, Jake <McFarley.Jake @epa.gov>
Sent: Wednesday, September 18, 2019 2:03 PM
To: lean Claude Marcelin <jmarcelin@pdipdi.com>
Cc: Bain, Zeno <Bain.Zeno@epa.gov>

Subject: RE: 9480-RA Pre-Decisional Letter

Hello Jean Claude,

Thank you for your email. Please note that this is a new PRIA and requires a most recent update to labeling language.
When the agency gets label amendment requests from labels that you reference we will review the entire label and
based on the deficiencies aske the registrant to make labeling changes. Please let me know of any product labels that
have these deficiencies and we can make note to files to have them changed during the next label amendment requests
that are submitted.

I tried calling you however you were not in. Do you still want to speak over the phone?
Thank you,

Jake

take McFarley | Risk Manager | Regulatory Management Branch 1 | Antimicrobials Division

U.S. Environmental Protection Agency, Office of Pesticide Programs
(703)347-0123 { McFarley Jake @epa.gov
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McFarlex, Jake

From: Jean Claude Marcelin <jmarcelin@pdipdi.com>
Sent: Tuesday, June 4, 2019 10:27 AM

To: McFarley, Jake

Ce: Bain, Zeno; Jean Claude Marcelin

Subject: RE: Project Flash Wipe 9480-RA

Categories: Completed

Hi lake,

Thank you very much for taking my call this morning!

Can you please send me the report DP 440586 (10/10/2017 and 11/30/2017)? We never received this report from the
EPA, if we had the report we would have rerun the study. We were under the impression that EPA had accepted the
study, therefore we can bridged the RTU 10 the Wipes.

Tox monitor provided a letter explaining to the RTU reviewer the chain of events, the Labs thought this issue was
settled. Please let us know as soon as possible after you spoke with your team the outcome of the conversion. We really
appreciate your understanding and take into consideration the impact on the organization if we would have to repeat
that study. This registration was rejected by the Agency because on a minor technicality, we did everything we could
possibly do to make sure we complied with all EPA regulations for this submission. We hope that the agency understand
that we are not trying to just register a product, we are trying to put the best and most compliant products in the
market.

Thank you very much for all your help!

Jean Claude

From: McFarley, lake [mailto:McFarley.Jake@epa.gov]
Sent: Monday, June 03, 2019 5:12 PM

To: Jean Claude Marcelin <jmarcelin@pdipdi.com>
Cc: Bain, Zeno <Bain.Zeno@epa.gov>

Subject: RE: Project Flash Wipe 9480-RA

Hello Mr. Marcelin,

| hope that you are doing weil. Unfortunately we cannot do such a thing. The PRIA timeline is very strict as it involves
multiple teams reviewing a variety of data.

Please note that for the Acute Toxicity, the primary skin irritation study/data provided in MRID 50282507 for the cited
product EPA Reg. No. 9480-RU{14) has not been approved under DP 440586 (10/10/2017 and 11/30/2017}. You must
provide a new primary skin irritation study/data. Please let me know if you have any questions.

Thank you,

Jake

Jake McFarley | Risk Manager | Regulatory Management Branch 1 | Antimicrobials Division
U.S. Environmental Protection Agency, Office of Pesticide Programs
{703)347-0123 | McFariey.Jake @epa.gov
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Regulatory Techn% f;al Screen
Y b , 2019
) UM i
PRIA Code: A540

EPA Registration Number: 9480-RA
Decision Number: 549617
Technical Screen Due Date: 06/10/2019

21 Day Screen:
Pass: X

Fail: [J
Was anything flagged by the front end that should be followed up with the registrant?
No

Forms Present

8570-1 Present

Reference Product (Box 6 on the 8570-1 form) | Left Blank but needed
Report of Analysis for Compliance with PR Absent
Notice 11-03 (assigned MRIDs and transmittal
document)
Cover Letter Present
Data Matrix Present
Label Present
CSF(s) Present
Certification with Respect to Data Citation and/or | Present
Offer to Pay
Proof of Payment Present
Formulator’s Exemption Present
Emerging Pathogens Terms and Conditions Absent
Letter

Discipline - How were the data addressed on the Data Matrix

Product Chemistry New Study
Acute Toxicology Not Applicable
Efficacy New Study
Generic Data Formulator's Exemption

Cursory Label/CSF Review

Active Ingredient Present
Precautionary Language Present
First Aid Present
Storage and Disposal Absent
Directions for Use Present
Food Uses No

929




EPA Registration Number: #480-RA
Decision Number: 549617

Environmental Hazards Not Applicable
*Are all the inert ingredients cleared? Yes

*Does the CSF nominal amount match the N

label?

Does the Certification with Respect to Data Match the Data Matrix? Not Applicable
Is this a similar product cited in the 8570-1 or Cover Letter? Substancially Similar/Me Too
What is the registration number of the similar product(s)? 9480-14

Are the application rates consistent with the approved label(s) for this active ingredient?
Not Applicable

*[s there a tolerance or a tolerance exemption in place (40 CFR 180)? Not Applicable
* Are the application rates at or below the tolerance or exemption? Not Applicable
* Are there any new uses? No
Nane
Is the active ingredient a metal? No
If yes, please continue. If no please skip.
Was particle size information submitted? Choo-e aniten,
Other

Is any extra information required to make a regulatory decision? Yes, see below in
Comments/Notes

Comments/Notes:

This proposed wipe product is bridging data from the spray that it has registered.

*Can result in a technical screen failure

100



McFarlez, Jake

From:
Sent:
To:
Subject:

Attachments:

Importance:

Categories:

Hi Zeno,

McFarley, Jake

Thursday, June 6, 2019 443 PM

Bain, Zeno

9480-RA TS PASSES

9480-RA Regulatory Technical Screen.docx; TS_AT_9480-RA_Project_DP452038.pdf;
Previous AT Review for 9480-14, 9480-RU_Project_DP440586_toxmem_Dermal.pdf

High

Completed

See the attached regulatory checklist and please note my message to you this morning.

s “| am Also working on the TS Reg checklist for 9480-RA due 06/10/2019

©

This passed efficacy and PC T5. The issue with AT TS is that this is a New PRIA coming in as a wipe,
bridging data from an already registered spray product (9480-14). For the pray, the AT review deemed
the skin irritation study to be unacceptable however, due to regulatory the AT reviewer for the spray
product gave it a tox 3 profile based on regulatory reasons. For the current wipe product the reviewer
failed this TS for the reason that we approved the previous based on circumstances. | mentioned this to
you a few days ago and you wanted to see correspondence however there seems to be none. “

Have a good weekend,

Jake
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Acute Toxicity Checklist for Technical Screens

FOR INTERNAL USE ONLY

FROM: Boris Yurchak, Chemistry and Toxicology Team, Product Science Branch, Antimicrobials
Division
TO: Zeno Bain, PM Team 33 / Jake McFarley

Document date: 6/3/2019 Technical screen due date: 6/3/2019
Reg. No./File Symbol:9480-RA DP: 452098

Registrant: Professional Disposables [nternational, Inc

Product: Project Flash Wipes

[CJ PASS SCREEN* BJ FAIL SCREEN

.  Administrative documents

Product Label NOT RECEIVED
CSF RECEIVED
Cover Letter RECEIVED
Data Matrix RECEIVED
Transmittal Document NOT RECEIVED
Product name consistent YES
throughout submission

Il. Data Requirements

Guideline Study Status Test
substance/COA
870.1100 | Acute Oral Toxicity CITED REGISTERED
PRODUCT
870.1200 Acute Dermal Toxicity CITED REGISTERED
PRODUCT
870.1300 Acute Inhalation Toxicity | CITED REGISTERED
PRODUCT
870.2400 Eye Irritation CITED REGISTERED
PRODUCT

* A pass on the technical screen does not indicate that the data will be accepted.
TS_AT_9480-RA_Project_DP452098.docx
Page 1 of 2
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870.2500 | Skin Irritation CITED REGISTERED
PRODUCT
870.2600 | Dermal Sensitization CITED REGISTERED
PRODUCT
lll.  GLP Conditions
40 CFR 160.12 Signed statement of compliance or non- N/A
compliance
40 CFR 160.35(b} {7} Statement of QA inspections N/A
40 CFR 160.1859b} Study director signature and date N/A
IV. Additional Information
a. Rationale has been submitted for all bridging requests: (1 YES [ NO XIN/A
b. Similarity determination:
i. Cited Product: 9480-14{RU)
ii. Proposed product is substantially similar to cited product
(based on CSFs only):
XKyYes [ONO [IN/A
Comments:
1. The registrant has cited all the toxicity data from the EPA Reg, No. 9480-14 to satisfy the
acute toxicity data requirements.

2. Proposed label and the transmittal document are missing in the data package.
3. The primary skin irritation study/data provided in MRID S0282507 for the cited product

EPA Reg. No. 9480-RU(14) has not been approved under DP 440586 (10/10/2017 and
11/30/2017). The registrant must provide a new primary skin irritation study/data.

* A pass on the technical screen does not indicate that the data will be accepted.

TS_AT_9480-RA_Project_DP452098.docx
Page 2 of 2
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Technical Screen

EPA Reg#/File Symbol: 9480-RA E-Sub # N/A

DP Barcode: 452095 Submission # 1032956

. Registrant: PROFESSIONAL DISPOSABLES
Product name: PROJECT FLASH WIPES INTERNATIONAL, INC.

Reviewer's name: Samantha Collins Risk Manager: Jake McFarley / Zenc Bain
Completion due date: 06/10/19 Completion Date: 06/05/19

Formulation type: Liquid []; Towelettes [x]; Spray{]; Solid [J; Textile[]; Aerosoi []; Other

Sterilant: | Disinfectant; [x] | FC Sanitizer: [| | NF Sanitizer[]| [ TB:[x] [ Fungicidal: [x] | Virucide: [x]
MRID(s). 50828802, 50828803, 50828804, 50828805, 50828806, 50828807, 50828808, 50828809,
50828810, 50828811, 50828812, 50828813, 50828814, 50828815, 50828818, 50828817, 50828818,
50828819, 50828820, 50667311, 50667312

000595 Hydrogen Peroxide | 4.04% 3.85%
L.abel Claims: Disinfectant (bactericidal, virucidai, fungicidal, tuberculocidal, sporicidal) ready to use
towelette product for hard, non-porous surfaces at a 1-minute disinfectant contact time and 5-minute

sporicidal contact time with a 5% organic soil load present (100% duck serum for Duck Hepatitis 8 virus
and 500-pL final test suspension for disinfectants with sporicidal activi

PDI-0032-0022-A T 3.80% S Yeshd . Nel

PDI-0032-0023-A 3.79% Yes[x] Nol[]
PDI-0032-0024-A 3.82% Yesi(x] Nol]
PDI-032-067A 3.93% Yes|] Nol[x]
PDI-032-068A 3.93% Yes(] No[x]
PDI-0061-L0O-938-146-A 3.86% Yes|x] Nol[]
PDI-0061-LO-938-146-B 3.86% Yesx] Nof]
PDI-0061-L0-938-146-C 3.86% Yes(x] Nof]
PDI-0061-LO-1003-150-A 3.82% Yes(x] No[]
PDI-0061-LO-1003-151-A 3.84% Yes[x] No[]
PDI-0061-LO-1003-152-A 3.83% Yes[x] No[]
Tested: RTU [x] Diluted [} Tested Dilution Rate: RTU
Certificate of Analysis: Yes{x] No ] Performed by testing Lab: Yes|x] No ]

Test Lab: Microbac Laboratories, Inc., 105 Carpenter Drive, Sterling, VA 20164
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Comments: Efficacy Review:

Submitted data to support bactericidal disinfection claims for a towelette product with a 5% soil load
present, at a 1-minute contact time against: Staphylococcus aureus (ATCC 6538), Pseudomonas
aeruginosa (ATCC 15442), Salmonella enterica (ATCC 10708), Multi-Drug Resistant (MDR) Acinetobacter
baumannii (ATCC 19606), Extended spectrum B-lactamase (ESBL) Escherichia coli (ATCC BAA-196),
Methicillin-Resistant Staphylococcus aureus (MRSA) (ATCC 33592), NDM-1-Positive Enterobacter cloacae
[CDC strain 1000654] (ATCC BAA-2468), and Vancomycin Resistant Enterococcus faecalis (ATCC 51575)

Submitted data to support virucidal disinfection claims for a towelette product with a 5% soil load present
(100% duck serum for Duck Hepatitis 8 virus), at a 1-minute contact time against: Adenovirus Type 5,
Strain: Adenoid 75, ATCC VR-5, Rhinovirus Type 1A, Strain: 2060, ATCC VR-1559, Human Rotavirus,
Strain: WA, ATCC VR-2018, Herpes Simplex Virus Type 2, Strain: G, ATCC VR-734, Influenza A Virus
(H3N2), Strain: A/Hong Kong/8/68, Charles River Laboratories, Respiratory Syncytial Virus, Strain: Long,
ATCC VR-286, Feline calicivirus, Strain: F9, ATCC VR-782 (surrogate for Human Norovirus), Duck Hepatitis
8 Virus, Strain: Grimaud, HepadnaVirus Testing, Inc. (surrogate for Human Hepatitis B virus), and Human
Immunodeficiency Virus Type 1, Strain: [1IB, ZeptoMetnx

Submitted data to support Tuberculocidal disinfection claims for a towelette product with a 5% soil load
present, at a 1-minute contact time against: Mycobactenum bovis (ATCC 35743)

Submitted data to support fungicidal disinfection claims for a towelette product with a 5% soil load present,
at a 1-minute contact time against: Trnchophyton mentagrophytes (ATCC 9533), and Candida afbicans
(ATCC 10231)

Submitted data to support disinfectant with sponcidal activity claims for a towelette product with a 500-pL
final test suspension (340 pL spore suspension, 25 UL BSA, 100 pL Mucin, 35 L of yeast Extract) load
present, at a 5-minute contact time against: Clostridium difficile (a toxigenic strain - tcdA-, tcdB+) (ATCC
43598)

Product is cleared for technical screen
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McFarlez. Jake

From:
Sent:
To:

Cc:
Subject:

People, TS for this product is OK.
Regards,

Sergey Alekseyev

Chemist

$-8831

308 8167

Alekseyev, Sergey

Thursday, May 16, 2019 7:00 AM

McFarley, Jake

Hicks, Karen

TechScreen far reg. no. 9480-RA, DP 452031
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5032.3%00

Transmittal Document

Submitter;

Professional Disposables International, Inc. (PDI)
400 Chestnut Ridge Road

Woodcliff Lake, NJ 07677

Company Contact:
Jean Claude Marcelin
Sr. Manager, Regulatory Affairs EPA Services

Repulatory action in support of which this package is submitted:
Application for registration of Project Flash Wipes ‘

Submission Date:
March 20, 2019 ' <4

Submitted Studies:
§ 0bl3d01 Volume 1: Product identity, Manufacturing Process, and Enforcement Analytical Method
50818802 4  Volume 2: Testing Pre-Saturated or Impregnated Towelettes for Hard Surface Disinfection:
Staphylococcus aureus '
o2 &P¥03 e Volume 3: Testing Pre-Saturated or Impregnated Towelettes for Hard Surface Disinfection:
Pseudomonas aeruginosa
e Volume 4: Testing Pre-Saturated or Impregnated Towelettes for Hard Surface Disinfection:
5081 28 ﬁ* Salmonella enterica
503236 65° Volume 5: Testing Pre-Saturated or Impregnated Towelettes for Hard Surface Disinfection Additional
Organism: Multi-Drug Resistant (MDR) Acinetobacter baumannii
901800, Volume 6: Tésting Pre-Saturated or Impregnated Towelettes for Hard Surface Disinfection
Additional Organism: Extended spectrum f-lactamase (ESBL) Escherichia coli

50318007, Volume 7: Testing Pre-Saturated or Impregnated Towelettes for Hard Surface Disinfection
Additional Organism: Methicillin-Resistant Staphyloceccus aureus (MRSA)
Dob2sioy, Volume 8: Testing Pre-Saturated or Impregnated Towelettes for Hard Surface Disinfection
508 23809 Additional Organism: NDM-1 Positive Enterobacter cloacae
e Volume 9: Testing Pre-Saturated or Impregnated Towelettes for Hard Surface Disinfection
503 23H0 Additional Organism: Vancomycin Resistant Enterococcus faecalis (VRE)
e Volume 10: Pre-Saturated or Impregnated Towelette Virucidal Efficacy Test: Adencvirus Type 5

b ©22¥Mte Volume 11: Pre-Saturated or Impregnated Towelette Virucidal Efficacy Test: Rhinovirus Type 1A
508 2%%2e Volume 12: Pre-Saturated or Impregnated Towelette Virucidal Efficacy Test: Human Rotavirus
50 828Y5 e  Volume 13: Pre-Saturated or Impregnated Towelette Virucidal Efficacy Test: Herpes Simplex Virus
Type 2

5028288 Ho Volume 14: Pre-Saturated or Impregnated Towelette Virucidal Efficacy Test: Influenza A Virus
(H3N2)

5032386 Volume 15: Pre-Saturated or Impregnated Towelette Virucidal Efficacy Test: Respiratory Syncytial
Virus (RSV)

Volume 16: Pre-Saturated or Impregnated Towelette Virucidal Efficacy Test: Feline calicivirus

L L}
O ¢ 3Ldle (Surrogate for Human Norovirus)
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50828371,

BTSSR
50$L%lq .

So3rao,

Volume 17: Pre-Saturated or Impregnated Towelette Virucidal Efficacy Test: Duck Hepatitis B Virus
{Surrogate for Human Hepatitis B Virus)

Volume 18: Pre-Saturated or Impregnated Towelette Virucidal Efficacy Test: Human Immunodeficiency
Virus Type 1 (HIV-1)

Volume 19: Testing Pre-Saturated or Impregnated Towelettes for Tuberculocidal Effectiveness:
Mycobacterium bovis

Volume 20: Testing Pre-Saturated or Impregnated Towelettes for Hard Surface Disinfection Additional
Organism: Candida albicans
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BE THE DIFFERENCE

400 Chestrut Ridge Road
Woodchff Lake, NJ 07677

veee pdihc.com

March 20, 2018 F‘}‘ éﬂ{--\{tﬁ : [

. . \er T
U.S. Environmental Protection Agency enes . v
Document Processing Desk (REGFEE) Teren’ M
Office of Pesticide Programs (7504P) LI . .::
1200 Pennsylvania Avenue, N.W. v -
Washington DC 20460-0001 .o
Attn: Zeno Bain, PM 33 . o,

Re: Application for New Registration: Project Flash Wipes
PRIA Fee Category: A540 (receipt attached to application form); Decision time: 5 months;

Fees: $5,107
Product is based on the EPA Reg. No. 9480-14, Project Flash Spray

Company: Professional Disposables International, Inc. (PDI)
Product Name: Project Flash Wipes
File Symboel: 9480-

Dear Mr. Bain,

I am submitting this application for a new end-use registration for the product, Project Flash Wipes
(EPA Reg. No. 9480- ). PD previously submitted this application to the agency on August 22,
2018. However, the application was withdrawn on November 29, 2018 due to efficacy technical
screen failure. PDI has resolved these discrepancies by including new efficacy studies in this
package and an explanation on the Clostridium difficile spore data below.

Project Flash Wipes is a disinfectant wipe for hard, nonporous, non-food contact surfaces. Certain
data requirements are being bridged from our already registered product, Project Flash Spray (EPA

Reg No. 9480-14).

PRIA

This product is in PRIA Fee Category A540, $5,107 fee paid in advance (receipt attached to
application form) 5 months’ time frame. The product formulation and label are substantially
similar to Project Flash Spray (EPA Reg. No. 9480-14). This product contains an active ingredient

and uses included in other EPA registered end use products.

ABOUT PDI
At PDI, we never karget who we are all working for. Thal's why we ofler a broad range of avidence-based, markel lzading Interventional Care, Environment of Care,

and Patient Care solutions, all designed to help reduce preventsbla infections, control healthcare costs, and witimately help save fives. I's all part of our passion o
Be The Difference® every day. To learn more, visit www.pdihe.com. 112
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CSF i
The product is a hard surface, broad spectrum, hospital disinfectant. With the exception of the . P
towelette material, the formulation is identical to Project Flash Spray (EPA Reg. No. 9480-14). j+=»+ :. .. ‘:
The towelette product uses the same EPA registeréd sources of active ingredient and EPA listede :. -'E 2y : :

inert ingredients as the spray product. In addition, the same suppiiers for the active and inert .

ingredients are used for the towelette product. Suests
Label : et
LE R ¥ ]

The towelette label is substantially similar to the Project Flash Spray label. It also has a five (5)
minute contact time for C.djifficile spore and one (1} minute for all other organisms. The optional
towelette claims are similar to claims found on other EPA approved PDI wipe product labels.

The towelette label contains Pandemic 2009 HIN1 Influenza A virus claims on pages 11& 12.
These claims are in accordance with the October 22, 2009 Guidance for Testing and Labeling
Claims against Pandemic 2009 HIN1 Influenza A Virus (Formerly called Swine Flu}. During the
registration review of our Project Flash Spray {9480-14), EPA requested that we remove these
Pandemic claims, as we did not conduct efficacy test against this microorganism. For Project Flash
Wipes, we believe, that we should be allowed to have these claims on the label as the following
disinfectant towelettes on the market also have these claims on their most current EPA accepted
master labels:

o Accel TB Wipes, EPA Reg. No. 74559-3 (November 16, 2018)

e CPPC Tsunami, EPA Reg. No. 67619-12 (February 14, 2018)

e EIf, EPA Reg. No. 67619-37 (March 8, 2018)

All of these product master labels have recently been reviewed and accepted in 2018.

Toxicity Data on End Use
We are citing all of the toxicity data from the 9480-14. The 9480-14 liquid is used in Project Flash

Wipes with only the wipe material being different. Please see MRIDs for these studies on the end
use data matrix.

Chemistry Data on End Use
As per EPA’s guidance on towelettes, we are including characterization information on the wipe

liquid. In addition, we are citing MRIDs for the chemistry data that was provided for the initial
submission of Project Flash Wipes on August 22, 2018. Please see MRIDs for the studies on the
end use data matrix.

ABOUT PDI
Al PD|, we never forget who we are all working for. That's why we offer a broad range of ewidence-based, market leading Interventional Care, Emwronment of Care,

and Patientt Care solutions, all designed to help reduce preventable infections, conlrol healthcare costs, and ulimately help save lives. IP's all part of our passion to
Be The Diffarence® every day. To learn mora, visit www.pdihc.com.
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Efficacy Data .o E : '

" For this towelette product registration, we are submitting the full complement of efficacy studies. . AR
There will be no bridging of efficacy data from Project Flash Spray (EPA Reg. No 9480-14).  eeee :. N
Nineteen (19} new efficacy studies and four {4) previously submitted towelette efficacy data are **** ::::
cited for the following organisms: Carbapenem Resistant-Klebsiella pneumoniae, Hepatitis C  » : . E eese
Virus (Human) (HCV), Trichophyton mentagrophytes and Clostridium difficile spores. Please see ceies
MRIDs for these four {4) studies on the end use data matrix. Sy

Clarification of Test Product lot analysis used in Clostridium difficile spore Studies (MRIDE ,°°.
No. 50667312)
As mentioned above, Project Flash Wipes was previously submitted to the agency and withdrawn
due to an efficacy technical screen failure. In a technical screen failure letter dated October 25,
2018 and an email correspondence from the agency dated November 13, 2018, the EPA efficacy
reviewer indicated that the active ingredient (Al) analysis of Lot PDI-0061-LO-1003-150A used in
the Clostridium difficile spore study (MRID 50667312) was conducted after the efficacy study was
performed. However, after an intemal review of this C.diff study and accompanying CoA, we have
concluded that the efficacy study was performed after the Al analysis was done. The CoA was
issued on 22 May 2018 and the efficacy study followed thereafter on 31 May 2018. Based on the
Al analysis being conducted prior to the start of the efficacy study, the Clostridium difficile spore
study meets the criteria for acceptance per the Agency’s requirements. A copy of the technical
screen failure letter, the agency’s email correspondence, and PDI’s responses to both
communications have been included in this submission for your reference.

Enclosures
The following documents are enclosed in support of this application:

EPA form 8570-1

Receipt to show payment of PRIA. fee (attached to application)

Efficacy technical screen failure letter dated 10/25/18 and PDI’s response letter dated 11/1/18
Agency’s email correspondence dated 11/13/18 and PDI’s response letter dated 11/14/18
Certification with respect to Citation of Data

End Use Data Matrix — Internal and External Copies

Formulator’s Exemption Statement

Confidential Statement of Formula: Basic and Alt.#1 (2 copies each)

Emerging Viral Pathogen Request Letter

Five copies of label

Three sets of 20 study volumes listed in attached transmittal

ABOUT P

Al PDI, we never forget who we are all working for. That's why we ofier a broad range of evidence-based, market leading Interventional Care, Eqvtronment of Care,
and Patient Carg solutions, all designed to help reduce preventable infections, control healthcare costs, and ultimately hefp save lives. tt's all part of our passion to
Be The Difference® every day. To learn mars, visit wway pdine_com.
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Professional Disposables Intemational, Inc. (PDI)
400 Chestnut Ridge Road

Woodcliff Lake, NJ 07677
jmarcelin@pdipdi.com

Ph. 201-746-8922

ABOUT PDM
At PDI, we never forget who we are alt working for. That's why we offer a broad range of ewidence-based, market leading interventional Care, Environment of Care,

and Patient Care sojutions, all designed to help reduce preventable infections, control healthcare costs, and ultimately help save lives. It's all part of our passion to
Be The Difference® every day. To learn more, visit wawy.pdihc.com,
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*Product ingredient source information may be entitled to confidential treatment*

*Inert ingredient information may be entitled to confidential treatment*



Submitter:
Professional Disposables International, Inc. (PDI)
400 Chestnut Ridge Road

Woodcliff Lake, NJ 07677

Company Contact:
Jean Claude Marcelin s
Sr. Manager, Regulatory Affairs EPA Services e

Regulatory action in support of which this package is submitted: '
Application for registration of Project Flash Wipes ‘

Transmittal Document

Submission Date:

March 20, 2019

Submitted Studies: cene’

Volume 1:
Volume 2:

Volume 3:
Volume 4:
Volume 5:
Volume 6:
Volume 7:
Volume 8:

Volume 9:

Product identity, Manufacturing Process, and Enforcement Analytical Method
Testing Pre-Saturated or Impregnated Towelettes for Hard Surface Disinfection:
Staphylococcus aureus

Testing Pre-Saturated or Impregnated Towelettes for Hard Surface Disinfection:
Pseudomonas aeruginosa

Testing Pre-Saturated or Impregnated Towelettes for Hard Surface Disinfection:
Salmonetla enterica

Testing Pre-Saturated or Impregnated Towelettes for Hard Surface Disinfection Additional
Organism: Multi-Drug Resistant (MDR) Acinetobacter baumannii

Testing Pre-Saturated or Impregnated Towelettes for Hard Surface Disinfection
Additional Organism: Extended spectrum p-lactamase (ESBL) Escherichia coli
Testing Pre-Saturated or Impregnated Towelettes for Hard Surface Disinfection
Additional Organism: Methicillin-Resistant Staphylococcus aureus (MRSA)
Testing Pre-Saturated or Impregnated Towelettes for Hard Surface Disinfection
Additional Organism: NDM-1 Positive Enterobacter cloacae

Testing Pre-Saturated or Impregnated Towelettes for Hard Surface Disinfection
Additional Organism: Vancomycin Resistant Enterococcus faecalis (VRE)

Volume 10: Pre-Saturated or Impregnated Towelette Virucidal Efficacy Test: Adenovirus Type 5
Volume 11: Pre-Saturated or Impregnated Towelette Virucidal Efficacy Test: Rhinovirus Type 1A
Volume 12: Pre-Saturated or Impregnated Towelette Virucidal Efficacy Test: Human Rotavirus
Volume 13: Pre-Saturated or Impregnated Towelette Virucidal Efficacy Test: Herpes Simplex Virus

Type2

Volume 14: Pre-Saturated or Impregnated Towelette Virucidal Efficacy Test: Influenza A Virus

(H3N2)

Volume 15: Pre-Saturated or Impregnated Towelette Virucidal Efficacy Test: Respiratory Syncytial

Virus (RSV)

Volume 16: Pre-Saturated or Impregnated Towelette Virucidal Efficacy Test: Feline calicivirus

(Surrogate for Human Norovirus)
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Volume 17: Pre-Saturated or Impregnated Towelette Virucidal Efficacy Test: Duck Hepatitis B Virus

{Surrogate for Human Hepatitis B Virus)

Volume 18: Pre-Saturated or Impregnated Towelette Virucidal Efficacy Test: Human Immunodeficiency

Virus Type 1 (HIV-1)

Volume 19: Testing Pre-Saturated or Impregnated Towelettes for Tuberculocidal Effectiveness:

Mycobacterium bovis

Volume 20: Testing Pre-Saturated or Impregnated Towelettes for Hard Surface Disinfection Additional

Organism: Candida albicans

PEFEE Y

THE

L
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Formm Approved OMB Na. 2070-0080
WASHINGTON, D.C. 20460

END-USE DATA MATRIX

Date: March 20, 2019 EPA Reg. No./File Symbol: S4B0- Page 1 of 6
Applicant's/Registrant's Name & Address: Product:

Professional Disposables International, Inc. (PDI1)

400 Chestnut Ridge Road, Woodcliff Lake, NJ 07677 Project Flash Wipes

Ingredient(s): Hydrogen Peroxide 35%

Guideline Reference | Guideline Study Name MRID Number Submitter | Status Note
Number
: : e To be assigned
, P
830.1550 roducl identity and composition 50289501 PO OWN
830.1600 Description of materials used to produce the product To be assigned PD OWN
50282501
- . To be assigned
830.1820
Description of production process 50282501 PDI OWN
830.1650 Description of formulation process To be assigned
- P 50282501 PDI OWN
. . . . . To be assigned
A Discussion of formulation of im
830.1670 iscussion of formulation of impurities 50282501 PDI OWN
. . To be assigned
A7 Pre) |
830.1700 reliminary analysis 50282501 PDI OWN
. . To be assigned
. fied |
830.1750 Certified limits 50282501 PDI OWN
B830.180C Enforcermnent analytical method 5028251 PDI OWN
Available Upon
830.1900 Submittal of Samples N/A N/A N/A Request P
. Color 50667302
830.6302 50282502 PDi OWVWN
50356601
Val
Signature: Name & Title: Date:
- .;zla_::;:ude Marcelin; Sr. Manager, Regulatory Affairs EPA March 20, 2019

(-/ 119




UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070-0080
WASHINGTON, D.C. 20460

ERD-USE DATA MATRIX

Date: March 20, 2019 EPA Reg. No./File Symbol: 8480- Page 2 of 6
Applicant's/Registrant's Name & Address: Preduct;
Professional Disposables international, inc. (PDI)
400 Chestnut Ridge Road, Woodcliff Lake, NJ 07677 Project Flash Wipes
Ingredient(sy. Hydrogen Peroxide 35%
Guideline Reference | Guideline Study Name MRID Number Submitter | Status Note
Number
830.6303 Physical stat 50667302
ysieasiate 50282502 PDiI OWN
50356601
830.6304 Qdor 50667302
50282502 PDI OWN
50356601
830.6314 idation/ ion: chemical i ibili 50667302
Oxidation/reduction: chemical incormnpatibility 20356501 PO OWN
ili 50667302
F
830.6315 lammability 20282500 oo OWN
50356601
830.6316 Explodabiti 50667302
P t’ 50282502 FOI OWN
50356601
830.6317 Storage stabili 50667302
g ty 50356501 PDI OWN
50667302
830.6319
Miscibility 50282502 PDI| COWN
50356601
; ot 50667302
. h
B30.6320 Corrosion characteristics 50356801 PDI OWN
; i 50667302
8321 Dielect k |
B830.63 ielectric breakdown voltage 50282502 PO OWN
_ 50356601
Signature: « Name & Title: Date:
Jeanl Claude Marcelin; Sr. Manager, Regulatory Affairs EPA March 20, 2019
Services
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Appraved OMB No. 2070-0060
WASHINGTON, D.C. 20460

END-USE DATA MATRIX

Date: March 20, 2010 EPA Reg. No./File Symbol:  9480- Page 3 of 6
Applicant's/Registrant's Name & Address: Product:
Professional Disposables International, Inc. (PDH) )
400 Chestnut Ridge Road, Woodcliff Lake, NJ 07677 Project Flash Wipes
ingredient{s). Hydrogen Peroxide 35%
Guideline Reference | Guideline Study Narme MRID Number Submitter | Status Note
Nurnber
50667302
830.7000 pH 50356601 POt OWN
830.7100 Viscosity 50667302
50282502 PDI OWN
50356601
: ; 50667302
0.73 Rel D
830.7300 elative Density 50282602 POI OWN
50356601
870.1100 Acute Oral Toxicity Study in Rats 50282503 POI OWN
870.1200 Acute Demmal Toxicity Study in Rabbits 50282504 PDI OWN
870.1300 Acute Inhalation Toxicity Study in Rats 50282505 PD# OWN
870.2400 Acute Eye [rritation Study in Rabbits 50282506 PDI OWN
870.2500 Acute Dermal krritation Study in Rabbits 50282507 PDi OWN
870.2600 Skin Sensitization Study in Guinea Pigs 50282508 PDI OWN
P
Signature: L‘—'———"L Name & Title: Date:
Jeanl Claude Marcelin, Sr. Manager, Regulatory Affairs EPA March 20. 2019
Services
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

WASHINGTON, D.C. 20460

Formmn Approved OMB No. 2070-0060

END-USE DATA MATRIX

Number

Date: March 20, 2019 EPA Reg. No./File Symbol: 9480- Page 4 of &
Applicant's/Registrant's Name & Address: Product:
Professional Disposables International, Inc. (PDI)
400 Chestnut Ridge Road, Woodcliff Lake, NJ 07677 Project Flash Wipes
Ingredient(s). Hydrogen Percxide 35%
Guideline Reference | Guideline Study Name MRID Number Submitter | Status Note

810.2200 Testing Pre-Saturated or Impregnated Towelettes for Hard Surface Disinfeclion : To be assigned PDI OWN Vol 2
Staphylococcus aureus
Testing Pre-Saturaleq or Impregnated Towelettes for Hard Surface Disinfection: To be assigned PDI OWN Vol 3
Pseudomonas aerugincsa
Testing Pre-Satu!‘ated or impregnated Towetettes for Hard Surface Disinfection: To be assigned PDI OWN Vol 4
Salmonella enterica
Testing Pre-Saturated or Impregnated Towelettes for Hard Surface Disinfection .

V
Additicnal Organism: Multi-Drug Resistant (MDR} Acinetobacter baumannii Tobe assigned Pl OWN ors
Testing Pre-Saturated or Impregr_1ated Towel_ettes for Hard .Surface Disinfection 50667306 PO OWN
Supplemental: Carbapenem-Resistant Klebsiella pneumoniae
Testing Pre-Saturated or Impregnated Towelettes for Hard Surface Disinfection: .
; : T
Additional Organism: Extended spectrum p-lactamase (ESBL) Escherichia coli ©be assigned POl OWN Vol 6
Testing Pre-Saturated or Impregnated Towelettes for Hard Surface Disinfection )
Additional Organism: Methicilin-Resistant Staphylococcus aureus (MRSA) To be assigned POl OWN Val7
Testing Pre-Saturated or Impregnated Towelettes for Hard Surface Disinfection .
Additional Organism: NOM-1 Positive Enterobacter cloacae To be assigned PD OWN Vol 8
Testing Pre-Saturated or Impregnated Towelettes for Hard Surface Disinfection .
Additional Organism: Vancomycin Resistant Enterococcus faecalis (VRE) To be assigned Pl OWN Vol @
£) .
Signature: Name & Title: Date:
- Jean'CIaude Marcelin; Sr. Manager, Regulatory Affairs EPA March 20. 2019
Services
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

WASHINGTON, D.C. 20460

Foerm Approved OMB No. 2070-0080

END-USE DATA MATRIX

Date: March 20, 2019 EPA Reg. No./File Symbaot; 8480- Page 5of 6
Applicant's/Registrant's Name & Address: Product:
Professional Disposables international, Inc. (PDi}
400 Chestnut Ridge Road, Woodcliff Lake, NJ 07677 Project Flash Wipas

Ingredient{s): Hydrogen Peroxide 36%

Guideline Reference | Guideline Study Name MRID Nurnber Submitter | Status Note

Number
Pre-Saturated or Impregrated Towelette Virucidal Efficacy Test: Adenovirus Type 5 To be assigned PDI OWN Vol 10
Pre-Saturated or Impregnated Towelette Virucidal Efficacy Test, Rhinovirus Type 1A To be assigned POI OWN Vol 11
Pre-Saturated or Impregnated Towelette Virucidal Efficacy Test: Hurnan Rotavirus Tao be assigned PDI OWN Vol 12
?;;Seza{uraled or Impregnated Towelette Virucidal Efficacy Test: Herpes Simplex Virus To be assigned PDI OWN Vol 13
F};g-sta)turated or impregnated Towelette Virucidal Efficacy Test: Influenza A Virus To be assigned PDI OWN Vot 14
Pre-Saturated or impregnated Towelette Virucidal Efficacy Test: Respiratory Syncytial To be assigned PDI OWN Vol 15
Virus {REV)
Pre-Saturated or lmpregnate_d Towelette Virucidal Efficacy Test: Feling calicivirus To be assigned PO OWN Vol 16
{Surrogate for Human Norovirus)
Pre-Saturated or Impregnate_q Towgletle Virucidal Efficacy Test: Duck Hepatitis B Virus To be assigned PDI OWN Vol 17
(Surrogate for Human Hepatitis B Virus}
Pre-Saturated or Impregnated Towelette Virucidal Efficacy Test: Bovine Viral Diarrhea
Virus (Surrogate for Hurnan Hepatitis C Virus) 50667310 PO OWN
Pr&Saturateq or Impregnated Towelette Virucidal Efficacy Test: Human To be assigned PDI OWN Vol 18
Immunodeficiency Virus Type 1 (HIV-1}
Testing PrgSaturatgd or Impregnated Towetettes for Tuberculocidal Effectiveness: To be assigned PDI OWN Vol 19
Myccbacterium bovis
Tesfing Pre- L ion:

E!stlng re-Saturated or Impregnated Towelettes for Hard Surface Oisinfection 50667311 POI OWN
Trichaphyton mentagrophytes
£ 2 P
Signature; Name & Title: Date:
- Jean‘ Claude Marcelin; Sr. Manager, Regulatary Affairs EPA March 20, 2018
Services
|
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UNITED STATES ENVIRONMENTAL PRCTECTION AGENCY Form Approved OMB No. 2070-0060
WASHINGTON, D.C. 20460

END-USE DATA MATRIX

Date: March 20, 2019 EPA Reg. No./File Symbol  9480- Page 6 of 6
Applicant's/Registrant's Name & Address: Product:

Professional Disposables International, Inc. (PDI)

400 Chestnut Ridge Road, Woodcliff Lake, NJ 07677 Project Flash Wipes

Ingredient(s}: Hydrogen Peroxide 35%

Guideline Reference | Guideline Study Name MRID Number Submitter | Status Note
Number
Testing Pre- d orl dT isi i .
est‘|{19 re Satu_ratet ar rrjpregn_ate owelettes for Hard Surface Disinfection To be assigned PDI OWN Vol 20
Additional Organism: Candida albicans
COECD Quantitative Method for Testing Antimicrabial Products Against Spores of
Clostridium difficile on Inanimate, Hard, Non-Porous Surfaces GLP 50667312 PDI OWN
OECD Quantitative Method for Testing Antimicrobial Products Against Spores of
Clostridium difficile on Inanimate, Hard, Non-Porous Surfaces GLP 50667312 PDI OWN
OECD Quantitative Method for Testing Antimicrobial Products Against Spores of
Clostridium difficile on Inanimate, Hard, Non-Poraus Surfaces GLP 50667312 POt OWN
/ﬂ st}
Signature: Name & Title: Date:
Jeanl Claude Marcelin;, Sr. Manager, Regulatory Affairs EPA March 20, 2018
Services

L/
124




D BT
Fon™.  UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
i& T,E WASHINGTON, DC 20460

e

‘?"l. PROT
OFFICE OF CHEMICAL BAFETY
AND POLLUTION PREVENTION
October 25, 2018
Jean Claude Marcelin ':::.
Manager eele
Repulatory Affairs . seeiee
Professional Disposables Intemational, PD1 LI * ¢
Two Nice-Pak Park seas el
Orangeburg, NY 10962 .:...: essoe
Subject: Technical Screen Failure 5'" o
Product Name: Project Flash Wipes o =
EPA File S}‘TnbOI: 2480-RL *e :.. *
Application Date: 08/22/2018
Decision Number: 543820
Dear Mr. Marcelin:
The U.S. Environmental Protection Agency (Agency or EPA) has completed its preliminary
technical screening of your application pursuant to Section 33(f)(4)(B)(i)(II) of the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended by the Pesticide Registration
Improvement Extension Act (PRIA 3). The EPA has determined that your application has not
passed the preliminary technical screening and therefore is subject to rejection if the application
is not corrected.
The Certificate of Analyses (CoAs) must be generated before efficacy testing.
Lots PDI-0061-L0O-938-146-A, PDI-0061-L0O-938-146-B, and PDI-0061-LO-938-146-C were
tested for Al concentrations, according to the provided certificate of analysis, 16 days after they
have been used in efficacy studies against S. aureus, S. enterica, P. aeruginose; 7 days after M.
bovis; and 3 days after Adenovirus Type 5.
Lots PDI-0061-L0O-938-142A and PDI-0061-LO-938-142B, were tested for Al concentrations, ~ é
according to the provided certificate of analysis, 21 days after they have been used in the v % <
efficacy study against Feline Calicivirus. é = 2
< 3%
Lots PDI-0061-LO-1003-150-A was tested for Al concentration, according to the provided N
certificate of analysis, 20 days after being used in the efficacy study against spores of w 2 &
Ciostridium difTicile. et k:;-; =
O

In order for the review of your pesticide product to continue, you will need to correct your
application to address the items listed above within 10 business days of the date you received this
letter. The EPA recommends sending your correction by email to the contact listed below to
ensure it is received in a timely manner. If studies or confidentia! business information are being
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Page 2 of 2
EPA File Symbol 9480-RL
Decision Neo. 543820

submitted by mail, a complete courtesy copy received by email by the deadline will be
considered timely. If you cannot correct the application or do not respond within 10 business
days, your application will be rejected. At this time, you could also choose to withdraw your

application.
If you have any questions, you may contact Aline Heffernan at 703-347-8602 or via email at *eses*
i V_ :. ae
Sincerely, . e""s"s

- LEX X )
»

L] (YT
sevse M M
an
. [
b . 0 LX XY ¥
2 s » -
. LITTY]

Zeno Bain, Product Manager 33 .,
Regulatory Management Branch 15°°***
Antimicrobials Division (7510F) s _ee_

Office of Pesticide Programs seee

Enclosure: Efficacy Technical Screen Memo
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*Product ingredient source information may be entitled to confidential treatment*

*Inert ingredient information may be entitled to confidential treatment*
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100 PHILIPS PARKWAY
MONTVALE, NJ 07845
P 201-T46-8922
jmarcelin@pdipdi.com
pdipdi.com

e 'PDI

From: Heffernan, Aline [mailto;heffernan.aline@epa.gov]

Sent: Tuesday, November 13, 2018 7:49 AM

To: Jean Claude Marcelin <imarcelin@pdipdi.com:>; Bain, Zeno <Bain.Zeno@epa.gov>
Subject: RE: Project Flash Wipes MRID Letter 9480-RL

Jean Claude,

Thank you for the study but at this time we cannot review it. Even if the C. Diff study was acceptable the base organisms
need to be on the label for it to be a hospital disinfectant. C. Diff claims are only allowed on qualified hospital
disinfectant products.

With a technical screen there is only one attempt to address all the problems with the studies. The rebuttal that was
submitted was not enough to have the efficacy team say the studies pass the technical screen. You will need to resubmit
with efficacy data that is appropriate and at that point the C. Diff study can be reevaluated as a part of the new product
registration.

Currently we have two courses of action.

1. You can withdraw the action.
2. can begin the denial process and deny the registration.

Please let me know how you would like to move forward. If | do not have an answer by tomorrow {11/14) at COB | wil
begin the denial process.

Please let me know if you have any questions or concerns.
Thank you,

Aline

From: Jean Claude Marcelin <jmarcelin® pdipdi.com>

Sent: Monday, November 12, 2018 2:15 PM

To: Heffernan, Aline <heffernan.aline@epa.gov>; Bain, Zeno <Bain.Zeno@epa.gov>
Subject: RE: Project Flash Wipes MRID Letter 9480-RL

Good morning Bain,

Since | did not get a response, | am attaching the study we submitted with the application to get some clarification why
Lot# PDI-0061-L0-1003-150-A - used in Clostridium difficile spore study MRID 50667312 was mentioned in the
technical failure,

Please let me know as saon as possible.

Thank youl
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The CoA should always be done a reasonable time before any efficacy testing is started. However, | cannot give you any
more specific information on the particular study.

Thank you,

Aline

From: Jean Claude Marcelin <jmarcelin@pdipdi.com>
Sent; Wednesday, Novemnber 07, 2018 2:08 PM
To: Heffernan, Aline <heffernan.aline @epa.gov>

€c¢: Bain, Zeno <Bain.Zeno@epa.gov>
Subject: RE: Project Flash Wipes MRID Letter 9480-RL

Hi Aline,

Thank you for your response!

We understand the product needs to be a hospital disinfectant before C. Diff claims can be added. Qur concern is, during
the technical screening it was stated that: PDI-0061-L0-1003-150-A was tested for Al concentration 20 days after being
used in efficacy study against spores of Clostridium difficite.

The efficacy study was performed after the Al analysis was done not 20 days after, we just want to clarify that fact
because the CoA we submitted with the application is correct. We would like to know that the Agency agreed the
efficacy study is acceptable before we withdraw the PRIA action.

Regards,

Jean Claude

From: Heffernan, Aline [mailtc:heffernan.aline@epa.gov]
Sent: Wednesday, November 07, 2018 1:53 PM

To: Jean Claude Marcelin <jmarcelin@pdipdi.com>
Cc: Bain, Zeno <Bain.Zeno@epa.gov>
Subject: RE: Project Flash Wipes MRID Letter 9480-RL

Jean Claude,
I spoke with the efficacy team leader and the product needs to be a hospital disinfectant before C. Diff claims can be
added. Since the studies for the base organisms for a hospital disinfectant are not acceptable, the product cannot be a

hospital disinfectant. Therefore the C. Diff claims cannot be added to the label regardless if the C. Diff study is
acceptable.

Please let me know how you would like to move forward, you can withdraw the PRIA action or we can deny it.
Thank you,

Aline

From: Jean Claude Marcelin <jmarcelin@pdipdi.com>
Sent: Wednesday, November 07, 2018 11:17 AM
To: Heffernan, Aline <heffernan.aline@epa.gov>
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To: Heffernan, Aline <heffernan.aline@epa.gov>
Cc: Bain, Zeno <Bain.Zeno@epa.gov>
Subject: RE: Project Flash Wipes MRID Letter 9480-RL

Good morning Aline,
Thank you for the update! Please let me know as soon as you heard from the efficacy team.
Have a great day!

Jean Claude

From: Heffernan, Aline [mailto:heffernan.aline@epa.pov]
Sent: Tuesday, November 06, 2018 8:17 AM

To: Jean Claude Marcelin <jmarcelin@pdipdi.com>

Cc: Bain, Zeno <Bain.Zeno@epa.gov>

Subject: RE: Project Flash Wipes MRID Letter 9480-RL

Jean Claude,

The information is currently with the efficacy team. { haven’t heard if the product passes the technical screen. | will
follow up with the reviewer and the team leader.

Thank you,

Aline

From: Jean Claude Marcelin [mailto:jmarcelin@pdipdi.com]
Sent: Monday, November 05, 2018 10:07 AM

To: Heffernan, Aline <heffernan.aline@epa.gov>

Cc: Bain, Zeno <Bain.Zeno@epa.gov>

Subject: RE: Project Flash Wipes MRID Letter 9480-RL

Good morning Aline,

| hope all is well. Can you please let me know when we may get a response from the EPA regarding the rationale we sent
back?

Thank youl

Jean Claude

From: Heffernan, Aline [mailto:heffernan.aline @epa.gov]
Sent: Monday, October 29, 2018 9:54 AM

To: Jean Claude Marcelin <jmarcelin@pdipdi.com>

Cc: Bain, Zeno <Bain.Zeno@epa. gov>

Subject: RE: Project Flash Wipes MRID Letter 94B0-RL

Jean,
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From: Jean Ctaude Marcelin [mailto:jmarcelin@pdipdi.com]

Sent: Friday, September 28, 2018 9:23 AM

To: Heffernan, Aline <heffernan.aline @epa.gov>

Cc: Jean Claude Marcelin <jmarcelin@pdipdi.com>; Melissa Louisjuste <melissa.louisjuste @pdipdi.com>
Subject: RE: Project Flash Wipes MRID Letter 9480-RL

Good morning Aline,

Thank you for your response regarding that matter! | am looking forward to getting information on Project Flash Wipes
from now on. Attached is a pdf copy of the master label. Please let me know if you need anything else.

Thank you and have a wonderful day!

Jean Claude Marcelin

MANAGER, REGULATORY AFFAIRS EPA SERVICES
NICE-PAK PRODUCTS, INC

PROFESSIONAL DISPOSABLES INTERNATIONAL {PDI) INC,
100 PHILIPS PARKWAY

MONTVALE, NJ 07845

P 201-748-8922

imarcelin@@pdipdi.corm
pdipdi.com

e PDI

Fram: Heffernan, Aline [mailto:heffernan.aline@epa.gov)
Sent: Friday, September 28, 2018 8:04 AM

To: iean Claude Marcelin <imarcelin@pdipdi.com>
Subject: RE: Project Flash Wipes MRID Letter 3480-RL

Jean,

I hope you are doing well. | am the risk manager who is working on your PRIA, | would like to apologize for sending the
letter to Deita rather than to you and your company. I'm not sure why the letter was sent to Delta, it clearly says on all
the material submitted that you are the point of contact.

In any event, | will send you any information | have on the product. As of now, the product is still in the technical screen.
As soon as | hear from the science reviewers if the product has passed or failed the technical screen | will let you know.

| have not sent any emails to Delta about this product.
Can you please send me a POF copy of the label?
Thank you,

Aline

LA LA ER SR LI L L L LR L L LS

Aline Heffernan

Regulatory Management Branch 1
Antimicrobials Division

Office of Pesticide Programs
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9 | If applicable for conventional applications, reduced risk rationale

Required Data and/or data waivers. See Footnote C.

a) List study (or studies) not included with application

10

Comments:
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A540 - New end use product.

¢ Must submit or reference Group A and B product chemistry, toxicity, and/or efficacy data for each
proposed product.
+ Data waivers may be requested. Chemistry data on the TGAI in addition to the EP is required if an
unregistered source is used.

End Use (EP) or Manufacturing Use (MP) product or Technical Grade of the Active Ingredient (TGAI)

Grayed out = data not required

*May not be included with initial application

Guideline | Group A: Product Chemistry Data EP Data MP Data TGAI Data
No. Study Title Submitted | Submitted | Submitted
830.1550 | Product Identity & Composition *
Description of materials used to produce X
830.1600 [ the product
830.1650 | Description of formulation process X
830.1670 | Discussion on the formation of impurities X
830.1700 | Preliminary analysis X
830.1750 | Certified limits (158.345) x
830.1800 ! Enforcement analytical method »
Guideline | Group B: Product Chemistry Data EP Data MP Data TGAI Data
No. Study Title Submitted | Submitted | Submitted
830.6302 | Color e
830.6303 | Physical State + .
830.6304 | Odor ~
Stability to normal and elevated —:
830.6313 | temperatures metal and metal ions ’
Oxidation/Reduction <.
830.6314 (Chemical incompatibility)
830.6315 | Flammability L
830.6316 | Explodability *
830.6317 | Storage stability* /
830.6319 | Miscibility e
830.6320 | Corrosion Characteristics* K
830.6321 | Dielectric Breakdown Voltage %
830.7000 | pH X
830.7050 | UV/ Visible Absorption
830.7100 | Viscosity
830.7200 | Melting Point
830.7220 | Boiling Point
830.7300 | Density
830.7370 | Dissociation Constant
830.7550 | Partition Coefficient
830.7840 | Water Solubility
830.7950 | Vapor Pressure
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A540 - Acute Toxicity Requirements

New products must either:

1) supply the product specific acute toxicity 6 pack data (listed below),

2) provide a bridging rationale document or waiver request or,
3) use the cite all method of data compensation, if applicable. The bridging document directs OPP to use a

currently registered set of 6 acute toxicity data and label; instead of submitting product specific data.

Guideline Waiver | Bridging
No. Acute toxicity (6 pack) Study Title Cite All Selective | Request [ Rational
830.1100 | Acute Qral (LD50) X

830.1200 Acute Dermai {LD50) x

830.1300 Acute Inhalation (LC50) e

830.2400 Acute Eye Irritation A

830.2500 Acute Dermal Irritation *

830.2600 | Dermal Sensitization A
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UNITED STATES ENVIRONMENTAL PRUG 1 2CTION AGENCY
WASHINGTON, D.C. 20460

April 3,2019
OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREYENTION

OPP Decision Number: D-549617

EPA File Symbol or Registration Number: 9480-RA

Product Name: PROJECT FLASH WIPES

EPA Receipt Date: 03-Apr-2019

EPA Company Number: 9480

Company Name: PROFESSIONAL DISPOSABLES INTERNATIONAL, INC.

JEAN CLAUDE MARCELIN

PDI, INC

PROFESSIONAL DISPOSABLES INTERNATIONAL, INC.

400 CHESTNUT RIDGE ROAD

WOODCLIFF LAKE, NJ 07677

SUBJECT: Receipt of Registration Application Subject to Registration Service Fee
Dear Registrant:

The Office of Pesticide Programs has received your application and certification of
payment. If you submitted data with this application, the results of the PRN-2011-3 screen will
be communicated separately. During the administrative screen, the Office of Pesticide Programs
has determined that this Action is subject to a Pesticide Registration Service Fee as defined in
the Pesticide Registration Improvement Act.

The Action has been identified as Action Code: A540
New end use product;FIFRA §2(mm) uses only;up to 25 public health organisms;

No additional payment is due at this time.

If you have any questions, please contact the Pesticide Registration Service Fee
Ombudsman at (703) 308-8154.

Sincerely,,

af.
Frngéﬁg"Processing Staff

Information Technology & Resources Management Division
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Registration Number:

Company Name: Professional Disposables
Company Number: 9480

Action Code: A540

THIS IS AN AUTOMATED MESSAGE. PLEASE DO NOT REPLY.

Pay.gov is a program of the U.5. Department of the Treasury. Bureau of the Fiscal

Service
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*Product ingredient source information may be entitled to confidential treatment*

Form approved. OMB No. 2070-0060, 2070-0057, 2070-0107, 2070-0122, 2070-0164.

< EPA

United States
Environmental Protection Agency
Washington, DC 20460
Formulator’'s Exemption Statement
{40 CFR 152.85}

Applicant's Name and Address EPA File Symbol/Registration Number

Professional Disposables International, Inc. (PDI) 9480-

400 Chestnut Ridge Road, Woodcliff Lake, NJ 07677 | product Name
Project Flash Wipes

Date of Confidential Statement of Formuta (EPA Form 8570-4}
03/20/2019

As an authorized representative of the applicant for registration of the product identified above, | certify that:
{1) This product contains the following active ingredient{s):

Hydrogen Peroxide 35%

{2) Of these. each active ingredient fisted in paragraph (4) is present solely as the result of the use of that active ingredient in the manufacturing,
formulation or repackaging another produc! which contains that aclive ingredient which is registered under FIFRA Section 3, is purchased by
us from another parson and meets the requirements of 40 CFR seclion 158.50(e){2) or (3).

{3) Indicate by checking {A) or (B} below which paragraph applies:
7 (A} An accurate Confidential Statement of Formula (EPA FORM B570-4) for the above identified product is attached to this statement,
That formuia statement indicates, by company name, registration number, and product name, the source of the active ingredient(s) listed in
paragraph (1).
OR

"1 {B) The Confidential Statement of Formula (CSFY{EPA Form 8570-4) referenced above and on file with the EPA is complete, current, an
accurate and contains the information required on the current CSF.

(4} The following active ingredients in this product qualify for the Formulator's exemption.

Source

Active Ingredient Praduct Name Registration Number

Hydrogen Peroxide 35% -

Signat Name and Title Date

) Jean Claude Marcelin/Sr. Manager 03/20/2019

EPl{jﬁ'rn 8§570-27 (Rev. 06-2004) Copy 1 - EPA
Copy 2 - Applicant copy
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Form Approved OMB Nos. 2070-0080; 2070-0057, 2070-0107; 2070-0122; 2070-0184

"‘;“,5 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
%, 1200 Pennsylvania Avenue, N.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Motice. The public reporting burden for this collection of information is cstimated to average 1 25 howrs per response for registration
and 0.25 hours per response for rercgistranon and special review activities, including bme for reading the instructions and completing the necessary forms  Send
comments regarding burden estimale or any other aspect of this callection of mformation, including suggestions for reducing the burden w Darecter, Collection
Stralegies Dvision (282271), U'S Envirenmental Protection Agency, {200 Pennsylvaria Avenue, NW., Washingon, DC 20460 Do not send the completed form
1o this address.

Certilication with Respect lo Citation of Data

Applicants/Registrant's Name, Address, and Telephone Number EPA Regqistration Number/File Symbol I
Professional Disposables Intemational. Inc. (PDI), 400 Chestnut Ridge Road, Woodcliff Lake, NJ g | 9480-

Adtive Ingredient(s! and/or reoresentative test compound{s) Date

Hydrogen Peroxide 35% Q2019

General Use Pattem(s) {list all those daimed for this product using 40 CFR Part 158) Product Name

Domestic indoor Project Flash Wipes

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeted for all the same uses on your Jabed, you do not need to
submit this form. You must submit the Formulator's Exemption Statermnent (EPA Form 8570-27).

| am responding to a Data-Caill-In Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form shoukd
D be used for this purpose).

SECTION |: METHOD OF DATA SUPPORT (Check one method only)

a list of companies sent offers of compensation {the Data Matrix form under the selective method}, and have included with this form a
shoutd be usead for this purpose;}. completed fist of data requirements (the Data Matrix form must be
used).

D | am using the Gile-all method of support, and have induded with this form | am using the selective method of support {or cite-all option

SECTION ll: GENERAL OFFER TO PAY

{Required if using the dte-all method or when using the cite-all option under the selective method to satisfy one or more dala requirements]

| hereby offer and agree to pay compeansation. to other persons. with regard to the appreval of this application, to the extent required by FIFRA.

SECTION lli: CERTIFICATION

| certify that this application for registration, this form for reregistration, or this Data-Call-In response is supported by all dala submitted or dited in the
application for registration, the form for reregistration, or the Data-Cali-In respense. In addition, if the Gle-all option or cite-all option under the selective method is
indicated in Section |, this application is supported by all data in the Agency's files that (1) concem the praperties or effects of this product or an identical or
subslartially similar produci. or one or more of the ingredients in this product; and (2) is a type of data that would be required fo be submitled under the dala
requiremnents in effect on the date of approval of this application if the appfication sought the initial registration of a product of identical or similar composition and
USes .

| certify that for each exclusive use study diled in support of this registration or reregistration. that | am the original data submitter or that | have obtained
the written permission of the original data submitter to cite thet study.

| certify that For each study cited in suppor of this registration or reregistration that is not an exdusive use stidy, either: {a) | am the original data
submitier; {b} | have oblained the permission of the original dala submitier to use the study in support of this application; (¢} ail periods of etigibility for
compensation have expired for the study; (d) the study is in the public lrerature; or () | have notified in writing the company that submitied the study and have
offered (i) to pay compensation o the extent required by sections 3{c}(1)(F) andfor 3{c){2}(B) of FIFRA, and {ii} to commence negotiations {0 determine the
amourt and terms of compansation, if any, to be paid for the use of the study. I

| certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in
accomdance with sedtions 3(c){1)(F) and/or 3{c){2){B) of FIFRA are available and will be submitted to the Agency upon request. Should | fait to produce such
evidence to the Agency upon request, | undersiand that the Agency may initiate action to deny, cancel or suspend the regisiration of my preduct in conformity with
FIFRA,

| cortify that the statementa | have made on this form and all attachments to it are true, accurate, and complete. | acknowledge that any
knowingty false or misleading statement may be punishable by fine or imprisonment or both under applicable Law.
P <) A
Signature Date Typed or Printed Name and Title
03/20/19 Jean Claude Marcalin, Sr. Reguiatory Affairs Manu

|
EPA Foriy 8870-34 {12-2003) Electronic and Paper versions available. Submit only Paper version.
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Flease read instructions on reverse before completing form. Form Approved, OMB No. 2070-0060, Approval expires 5-31-98

-~ United States /| Registration | OFF !dentifier Numiber
vm Environmental Protection Agency Amendment
Washington, DC 20480 Other
Application for Pesticide - Section |
1. Company/Product Number 2. EPA Product Manager 1. Proposed Classification
9480- Zeno Bain
I:lNone DReﬁtn’cted
4, Company/Product (Name) PM &
Project Flash Wipes PM 33
5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
{b)i), my product is similar or identical in compasition and labeling

Professional Disposables International, Inc. (PDF)

to:
400 Chestnut Ridge Road, Woodcliff Lake, NJ 07677 EPA Reg. No.
Check if this is & new address Product Name
Section - I
I:l Amendment - Explain below. D Final printed iabels in response to
Agency letier dated
|:| Resubmission in response to Agency letter dated |:| "Me Tog" Application.
D Notification - Explain below. Other - Explain below.

Explanation: Use additional page{s) if necessary. {For Section | and Section 1)

Application for Registration of Project Flash Wipes; PRIA Fee Category A340 (receipt attached); Deciston time 5 months; Fee: $5.107;
Contact namne: Jean Claude Marcelin, email: jmarcetinigpdipdi.com

Section -l

1. Material This Product Will Be Packaged In:

Child-Resistant Packaging | Unit Packaging Water Soluble Packaging 2. Type of Container
|| ves Yes | | ves 7 Meta
aslic
No . No No Glass
* Certification must | Vf "Yes" No. per If "Yes" No. per PO?I?er{S .
. i i i i er
be submitted Unit Packaging wgt. | container Package wgt container pecify)
approx. 0.40 oz. | 50
3. Location of Net Caontents Information 4. Size(s) Retail Container 5 Localionoaf I.L:l?elt Directions
n Labe
Label D Container 1 - 1000 toweleties _ [~ On Label accompanying preduct
6. Manner in Which Label is AHfixed to Product lF.,‘rthogralpr;Jd Other Adhesive label applied to front and back
v aper glu
Stenciled
Section - IV
1. Contact Person (Comnplete ifems directly below for identification of individual to be contacted, if necessary, to process this apphication. }
Narme Title Telephone No. {Include Area Code)
Jean Claude Marcelin Sr. Manager, Regulatory Affairs EPA Service| 201-746-8922
Certification €. Date Application
I certify that the statements | have made on this form and ail attachments therete are true, accurate and complete. Receved
| acknowtedge that any knowingly fatse or misleading statement may be punishable by fine or imprisonment or
bath under appiicable law. (Stamped)
2. 5 ur 3. Titke
* Sr. Manager, Regulatory AfTairs EPA Services
.f Typed Name 5. Date
Jean Claude Marcclin 03/20/19
EPA Form 8570-1 {(Rev. 8-94) Previous editions are obsolete. White - EPA File Copy {origlnal) Yaliow - Applicant Copy
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